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Congress was the newsslty of clarityiug the ambiguity In the law resnltlng from 
the Cardi~ de&ion (see report of the Ilowe Committee on Interstate and Foreign 
Counnercr, Ilouse of ILepresentatS~-es, Report So. 708, 836 Cow, July 6. X63). 
Siguitlcantlg, in this committee report, recognition was agatn glreo to the tact 
that the great majority of the food industry voluntarily permftted inspwtions 
to take place and that there was only a small minority group which refused to 
cooperate, making it II-sary for the Food nod Drug -4dmiolstratlon to exerclee 
its compole0t-y authority to conduct such inspectiona 

The commIttee report pointed out that the inspections were normally a matter 
of routine checkinn. nrimarilv as to sanitarv wnditions. and that they were not 
nece~r-arllg based upon soy &spicion or det&mioation that any law had been or 
w-88 being violated. Accurdinglg. it was conc!uded b7 the COogreSs that a search 
salrant t?pe of procedure would be inapproprlate. 

The report cited Is a most careful exposition of the rlewve of the Congress upon 
this point It emphasized that the bill which subsequently became the present 
law wae not inteudrd to authorize fishing expeditions into prlrate papers web as 
financial accounts, personnel records, and parrolls. Thls Is partlcnlarly SrgnUl- 
cant in light of the amendments which are now being proposed by title II of 
H.K 11681. 

Ill-perrarire lnw5tlpatory power of tbls sort was one of the very thinga 
nhhivh the report of the Comrnlnee on InterFtRte and Foreign Commerva, re- 
frrred tu nbove. cwwldered and retuprd to confer In 1fG.3. In short, that 
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commlttee. after carefully rerlewing the various t.v of inspecUon statutes 
vblcb Congress enected Into law-, and after considering the tme of lnspe&on 
newssnry and deslrahle In the food and dmg deld, concluded that. since Food 
nnd Drug Inspectors should primarily Inspect as to sanitary rondltioos, and not 
necessarllg on the bask of a prior suspicion of a law violatton, that a search 
warrant t.ype of prqcedure would be inappropriate. sow. bon-erer. tbe pro- 
rMonn of H.R. 1l.W bluntIF state that Food and Drug inspectors may be per- 
mitted to Inspect. among other things. records, f&s, papers. p-sea, controls, 
and facilities hearing on potential riolations of the law. Tet no effort at all fs 
made to prorlde a search warrant Qpe of procedure which is the normal and 
expected $rocedure emplnpd by law enforcement oUlcers. 

Tbe NatIonal .4sso&tion of Xarcariue Manufacturers feels that the Dr* 
visions of title II of H.R. 1158l-d&ned to broaden the factorlr inspectton 
powers of the Food and Drug Admlnistration-are (a) ill-coucelved, (b) are 
at variance with the fundamental philosophy carefully enunciated In 1953 re- 
ferred to above. (c) are incons[stent with nccepted prlnclples dealing x&h 
search warrant types of m-ocedure, and (d)-most imwrtant of all-are whollY 
unnecessary. ~- - 

The 1958 food addltlces law IS also hlgbly pertinent. It changed the whole 
regulatory phllosopby in this subject area. As this committee hiows, the 
rationale of that law ~‘8s that before sn ingredient may he nsed in a food ibs 
safety must have been established bg regnlaiions issued b.v the Food and Drug 
AdmInistration. thus pa&n% In large part the burden of determlnlng Safety 
from the Food and Drug Adminjstration to the industry. 

Prrx to 1958 It was neceswrg for the Food and Drug AdminIstration to de- 
Mop Information to sborr that a food was adulterated or misbranded. Thus 
there is less need today tbnn before for the broad inspection authority pr+ 
rislons of title II of H.R. 11581. The business community properly fears that 
if inspectors of the Food and Drug AdminIstration are to he giren a mting 
autborlty to make examinations of their records, files. papers, prowsses, etc., 
on the basis of mere suspecion. important trade secrets and processes may be re- 
vealed. This is particularly true when cocsidcration is given to some of the 
related amendments also]~rqwed by title II of H.R. 11581. 

Thus. section 202 of tbe bill amend8 section 301(j) of tbe act. Section 501(j) 
of the act now provides that it r&all be unlarrful for any person to use to his 
own advantage or to reveal to anync otber than to the Secretary, or otllcers, or 
employees of the Department. or to the courts. any information acquired under 
authority ai section 704 co*iceming nnv nwfhoci or procesaea uhf&, aa a tr&e 
aecrcf. i*l entitled to protecfia. But section 202 of the pending bill would strike 
the language abow emphasized and nould at the same time make It lawful to 
rereal any Information obtiined purwant to amended Pection iO4. not only 
ahen relntire to any judicial prwedure under the Federal Food. Drug, and 
Cwmetic AL% but also to rereal such wcrets and proceses ac authorized hy 
lax. What does tbls mean? The bill does not sap. 
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Attention is called to fwt tint section X4(c) of tbe present law would be 
left nn~brln~~l b\- secuon 311 of H.H. II%1 but even this powa B  problem for. 
HJ dated rurller, secli~m ;W(c) provides that, Jf B  Food and Drug tip&or 
tok* a zaull~le in tlrr courw of his iwpection of n fwtorp, worehouse or other 
rrcunlishurrn& be must gi\~ tlw lwraou in charge a rewiJ)t describing the samples 
obt.~intul. \\‘bnt if be obrains u sanrvle frum n wn+ultina loboratory which 

Vp name Is Eleie h’aoml Jones. I 8m an attorney engaged lo the private prec- 
tice Of lnw in the District of Columhin with offitw at 1017 31st Street XX’-, 
Vashlngton. D.C. I nm a member of the bars of the District of Columbia and 
the State of Tennessee. Prior to entering priy-ate prnctice in 19CO I ~‘88 em- 
plored BP  on ntorney in the Fcdernl Gorernment for 26 pears with zxwignments 
in serersl departments. I file this statement rritb the committee only as an 
rtttorney who is interected in the food rind drug Aeld and who hns had occasion 
to spend 6nme t ime in ctnd1 and research In 8UCb field. 

Lnct reek I attended the public hearings on H.R. ll’X?l and W A B  impressed 
11~ the concern of some wltncwes nnd committee members orer placing in one 
man nr1thorit.y to determine (I) whether a new drug is etBcacious before allow- 
ing it to be marketed, and (2) whether a drug slrr&ic on the market preeentn 
nn imminent hazard and if co. cummRrilr remove it from the market. The 
~UY~JIO~“W~ Howe bill. of course. would pla& this recponrihili~ in the Secretary 
IIf the Department of Henlth. Eduwtion. rind Welfere. .4s clertrly brought out 
hT the te\titnony rind quwttnninp. hnw?rer. many drugs are admitted to be ef- 
fectile wlr 3q to R cmall percentage of users. In nddition. experts do not al- 
wn.ys APTW 89 to the tl~pwe of efficrrry or the hazards posed. 

Jn wmnection with the donbt expressed as to the ~isdnm of endon-ing one 
J~nltlic offidnl with snch far-rrnf-hinl: nntbority to be exerclwl In r1rer16 where 
mu< b conflict of expert +nic*n exists I would like to call lo the committee’s 
nttention the existing nutbnrity of the Form3 nod Drug AdminIstration to nchiere 
tlie remornl of n food. druz. derice. or cosmetic from the market bv obtnlnlrnr 
a permanent injunction In .wbich judtcinl proceedings the mnnofact&er of the 
lwduct bns no right to trial by jury. 

cff the three trnes of actions which the mePent Federal Food. Drun. and . . 
Cwmetir Act nuthnrlzes the FDA to Institute. i.e.. rrimfosl. seizure, and in]unr- 
tire. the right to trtal by jury lq afforded the occuwd In the criminal and ~~lzure 
action% Hoaerer. alth rewect to “roceedinrrs weklnc to ~erneNal1~ enjoin 
the accused. tbc Supreme C&v-t of the United States has r&&Jy de&d -&r- 
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tlorari in a permanent Ir!unctlon rnoce-edln~ Instituted bs the FDA where the 
failure of the court to grant a trial by Jur? as requested by the eccosed was 
In Issue. Tbls Is the case of Gnilcd Plafcs 01 An~~ica v. Ellis Rearotrh Lobow- 
torieu. Inc. Ef 0l.l This rwoceedfnzz Involved a diarnostic aid devlas which had 
been bn the market for -some 30 &ars and sold %nlp to doctora of medicine, 
cblropractors, and other persons licensed bg tbe several States to practice in 
tbe bealIng arts. The record shows marked conflict in expert testimony aa to 
the device’s et?icacr. Errwrt ooinion. hoverer. beerned unanimous that the 
device was harmI&. T& Co&t’s n&g graniing the permanent injunction 
baa tbe effect of putting the manufacturer out of business aod depriving d.iag- 
nostldans of the device without the manufecturer having had the jury trial 
abich be requested. 

I submit that the right to trial by jury should be afforded the awuaed a-hen 
tbe FDA elects to seek to perpetually enjoin as well as rrhen it elects to proceed 
by tbe institution of a crimmal action or bv a seizure action. Awordinnlv. I 
r&ectfullg suggest tbat an approprinle sm&ment is in order,to H.R 11581 
so as to proride for amcuding section 302 ((1) of the Federal Food, Drag. and 
Cosmetic Art’ by adding at the close of that w&ion the following language: 
“When a permanent Injunction is sought, trial shall be by the court, or, upon 
demand bp the accused. by jury.” 

I thank the committee for this opportunity to file rn~ above etatemrnt for in- 
clusion in the record of the committee’s bearings on H.E. llfil. 
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My name Is Jacob Reck. I am counsel for the Sntional Beauty & Barber 
Manufacturers Association, and herewith present its opposition to section 201 
of H.R. 11561, which would expand FDA’s factor1 inspection autboritg by 
removing restrictions and limitatlous in the enistmg law and, thus. enable FDA 
agents to conduct the lnoudrst kind of fe:lrtb of cosmetic plants and benow 
salons or barbershops in which cosmetics are beld after e&r1 into Interstate 
commerce. 

We oppose the unprecedented, unrestricted, and unlimited search a&box-i@ 
provided for In section 201 of this bill which n’nuld subject retall and nbole- 
sale establishments where cosmetics are held af:er entry into interstate corn- 
merce, such as drugstores, grocery stores. besot1 salons or barbershops to an 
Inspection of tbelr records, files, and papers bearing ou potential violations of 
the Federal Food. Drue. and Cwnwtiv An. wlnc41 means an.ctbing and ewrp- 
thing on the premises, because the floe safety record of cosmetics during the 
past decade demonstrates there is no need for this broad and unreasonable 
inquifiltorial power. 

FDA’s publtihed reports of legal actions instituted against cosmetica ahow 
that in tbe past decade only trro~cosmetlc products out df J15 billlon worth of 
cosmetics sold durlne that neriod were remowd from the market hc FDA 
court actlon because of adult&atSon with a poisonous or deleterious suhstanw. 
Anyone famllier n-itb the cosmetic enforcement picture hnnas that a drlre bg 
PD.4 immediately following the enartmrnt of the wwnetic prorisinns In the act 
of 1’33.?$ cleared the market of unsafe rf*cnwtit% unre tbnn trro decads ago and 
that since then, for the purpose of self-preserratlon and to expand wn~umer 
acceptance. cosmetic firms adequately inform themselves concernlog the safe@ 
of their products hefwe putting t lwm on Chc market An increar;inr: conaurner 
acceptance bea- out tbls doe record of safety. 

Jn riew of thiz lack of need. we contend it would be Just as anreasooahle at 
the prevnt time to anthnrize FDA to inywct the formolaa complaint and 
personnel files of cosmetic producew and rcellers as it was in July 1953 when 
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tbie committee, through Its prewnt chairman and ranking minority member. 
in the House floor debate on the com~nr1sor-y factory inspectIon amendmeof 
emphaeired that it eras the congresslonal intent to proride for inspection within 
a reasonable manner and with!n reasouable limits which did not inclode an- 
thority to inspect the formulas, profit-and-loss StutementS. complaint or p 
sonnel files aud many other similar dwumcots. This emphasis 01) tbe intent 
to limit the Inspection authority was made necffqary bg the graTe constltn- 
tional questions inherent in an nnlimited. compulsory factory inspection. These 
difficult constitutional questions hare been raised anew in the expanded In- 
spection authority requested in section 201 of tbls bill. We submit that these 
questions require a limitation on the inspection authority now just as they did 
in July 1953 when your wmmittee inserted in the factory i118pection amend- 
ment a requirement that the inspection be “Witbin reasonable limits and in a 
rfwwnable n~anu~r” for tbr lmr~wse of cwnflning-the scope of iwpection to 
-factory. warehouse. establishment. or rebicle, and all pertinent equipmen& 
tlobhcd and ontiniahcd materlaIs. containers. and labeling therein.” (See H 
Rep. So. iO8. KU Gong., lstsem. (19X31, p. 7.) 

Awordirralp. n-e rwpectfully request y-our committee to withhold approval 
of .secrion Ml of 1I.K 11551 with resirezt to cosmetics and consulting laborator&. 

On behalf of the Kational Manufacturers of Beverage Flavors, we are antione 
that the views of that industry rexardmg IIouse Resolution 11561 he clearly 
stated and wtdrr.trrod We nlqm-viute Lhr ~~pporlnni~ to state our position 

IVe azmx that if a urevioublr accepted substance or tlarorion is nroven to be . - . ~- -_ 
unsafe. that prompt stepi inwt le t;lktw to prewnt its we. Hoaerer. we do not 
azree that the ultimate goal, protection of the consumer, is serred by dvina Ln- 
specters compi~te lihertr to vnivr a f:i< tarry \\ ith unrestricted awws to ‘all things 
therein.” To the contrary. our courts hare conslstentlr ruled in favor of nr- 
tection of fundamental righis-which a-ould be violated by the delegation of such 
strong powers for purposes of factory inspection. 

We must emphasize our alarm after reading the proposed broadened authority. 
So personal husioess records. no secret formula papers would be denied access 
to the inspector. The proposal speaks of “all tblnm l l l bearing on violations 
or potential r-iolation< l l l %I OUT nar of thinkiup, this inrites unlimited 
inqpection. it invites adjudication of guilt or eren presumption or suspicion of 
Puilt by a field inspector-a man suddenly called upon to serve in the capacity 
of judge and jury. 

IIistorically. the Inspector’s prime concern has heen sanltatlon and general 
conditions of the factory premises. as related to health problems. Progress 1s 
being made and more progress n-ill be made. The inspector’s role should adapt 
to the desired functions. Hon-erer the fundamental rights of the producer and 
of owners of secret formulas should not be surrendered to the ioqwctor who, 
without stirntom enirlw. can merely vwmt a potential riolation and use such a 
ker to anr factorr rind to all thinrc therein mat mlioeman nrotectinz aaainst 
dire crim& Ls ye&d with this authority? What i&and jury~is emp&e&J to 
act on such a basis? Where doe@ this power fit in tbe pattern of lawf’ul search 
and seizure? 

To our deep concern orer dwnage to the rights of our iodnetry members and 
the value of the formulas and industrial properties they bare bnllt up. we muat 
reiterate the concern expressed by other industries. Additional objections have 
&en adequately expressed. 

This reqnect for unlimited porrer has been InJected into proposed amendments 
dealinc primarily with that section of the laa corering the manufacture of dmcs. 
Our interects arc not in that field. hut if any Freater factory lnvection authority 
ia needed in the administration of the drug Ian. proposed amendments sboold be 
directed to that purpose and not to the food section of the law. 

We stnnd ailline to cooperate with tbe Food and Drug Administration in the 
mutunlly de6red coal of protecting the consumer. But we must object to pro- 
pocerl Irrrizl?tiwi which in the CIIBV of crr~-ln: thnt ponl. destmrs hssic rights. 
If the admlnfctratlon can proride erldence that the present lezislatl~ authorftg 
19 inrrdeqn:~te for a -5flc 1mrn+w. they Gould wmw forth so that that problem 
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would be faalrly aaal.rsed. Our industry will have no objection to any reason- 
able spl)roach on the basis of a showing that a change Is wxessary. A vague er- 
prewion that more power is welled Is not IO keeplog with sound Ieglslatlve 
growth. Thank .ron for twrmtttlng us to add our exyreasiona of opposition to 
the propos.4 legislation 

My name 1s James B. Career. I am the SeCretarg-treasurer of the Industrial 
Union Deoartmeut, AFLCIO, and w-&dent of the International Union of Elec- 
trlcal, R&o, and Machine Work&, AFtrC’IO. 

The Industrial Union Department. AFL-CIO, has come before committees Ot 
the Congress se-zral times to testifg on behalf of strong legislation to insure 
drug safetg and efftcacy, and fair prices. We hare consistently taken the posi- 
tion that strong legislation is needed. We hare done so in the interest 02 the 
0 mill ion industrial wo: ;ers represented through the IUD and of all the Ameri- 
CaD pwyla 

It would be easy enough to say, *?Ye told you so.” in the Hght of tbe recent 
thalidomide tragedy. But nothing is to be gained from finger pointing and 
ther., is little that can be done for tbe rictims of this drug “lwogresr*” IS 1s a 
sad commentary upon our cirilized society that we must wait until such tragedy 
strikes before there is corrective action. 

Pressures from the drug industry prove the need for a well-armed cop to 
patrol the drug industry beat. Dr. Kelsey n-as subject& to strong and constant 
i,r&wres from a comDauF intent upon marketing its product.-regardless of 
whether or not there was adequate proof of safety. What has happened to the 
Food and IWua Administration under wesent circumstance is worthy of con- 
gre-sional inr&tigation. 

Cbnrges against FDA are outlined in the September fjaturdsy Review by John 
Lear. wh? broke the drug industry swnd.?la that resulted in congressional in- 
vestizations. Similar chart- were mnde in testlmonv of Dr. Barbara Moulton. 
nho ‘rainlp sought to ac&mDlish what Dr. Kelse~~heroicalI~ achIered. Dr: 
Moulton charred in testimoup that the Fond and Drug Administration bad 
becomr “in.mnng areas a se-ice bureau” for the drug industry. 

Lezzlslatl~~n rnnnor of itwlf euarantee that such circumctanws will not arise 
ag:*ig. that tbele RiI! be no n&scandals like that involring Dr. Henry A, Welch. 
who headed the Antibiotics Dicision of FDA until ft was rerealed that he had 
ued tht position for lw-wnal gain. But legislation giring the Swretary of 
Hcnltb. Edwatic~n. und Welfare adeounte nolice Dower cm change the entire 
orientation of our Food and Drug Anedn. - 

The people must be guarded against ~anr “‘buyer bewere” philosophy In drug 
merchandiring. They have little choice in the matter except to beliere the label. 
or take whnt the doctor prescribed. In no other Industry is there 6UCh urgent 
nivd for slnmg legislation. 

‘I’be thalidomide trsged~ is only the lntwt In a long series of drug mishaps 
due to lack of nde:luate safeguards. The C:ILC of MER-29 ~8s nearly BE serious. 
Rem?. too. the chief conwru of the drag industy was to get the comwund to 
w~rkrt regardless of proof of saferr. 

FDA DrlmtF Commissioner John I,. Ramep now agrees that the drug should 
ncrer haw grane on the market. It seems probable that had there been adeqnate 
safrtT rrqlliwments the drug n-ould hare twn withheld. 

In this vase too, the FW.4 drrtor nho cleared the drug wss subjected to strong 
irvhstr~ pressurn And ecen lf these had not been ipplied. the law 1s wch 
th’s: MEI:-29 would hare own 1~11 +m ltw mnrket. Currwt law yermlts appli- 
cfiots to market nerr drups if they bare ncrt been dlsapprore3 by the FDA nlthin 

MCR-29 rcwlted ln catnmrtn. skin problems and other lnjorious side effects. 
Yet. ercn nfter the Fideeffecrs were reported. the drug continued to be prescribed. 
Owr 3K).o(K1 patients hnd used the drug before it sws althdraan. Even while 
efforts were beine made to forw withdrawal. an ad in the American Medical 
.\wtcintinn dour&11 clsirned tbnt there were -ien toxic or side effects reported.” 

The age of miracle medicines lmq mnde it nmre important than ever that we 
proceed with csre. These medicines bare made rronderfnl cures possible. but 
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they hare also brought us to new thresholds of body cbemhstry. Unless there are 
adequate precoutlons. the cure mar prore as dangerous as tbe Illneaa. 

Rheumntlc arthritis 1s a merciless affliction. It was no wonder that aben 
decadron was lntroduccd In 19X%, thousands turned to it for relief. Side effectn 
ranging from simple rounding of the face to severe mental dIsordera were soon 
cl-ideut Yet, L’ ynra later, ndvertlsementr continued to proclaim: “No aorri- 
some side e!lwLs ovntributable to dccndron hare occurred as yet” 

The drug industry has failed to learn from erperlenee. Voluntary restraint 
has proved woefully lnadequnte. The drlre has been for the quick (pro5t) kilI 
with the quick pill. It 1s a miracle that there bare been no worse tragedies. 

f1.R. l l%l gws a long way toward correcting the sltuatlon now prevalent 
It does not, in our rirw. go as far as It should. However. we urge qnlck passage 
of the measure as a decisive sten forward on the road to sanity in drug man- 
facture and marketing. The bll l~wSl1 protect patients. doctors, and even <be drug 
industry against itself. It u-ill nrorlde meana to combat the manufacture of 
drugs under unclean or uusafe conditions. In it&f. this n-ill be bene5cial to the 
responsible drug company because it will helD to elimhiate the drug bootlegger 
nbo is now able to prereut plant Inspection, and rho now does not even have 
the legal obligutlon to regi?;ter as a drug manufacturer. 

H.1~ 1131 would require drug manufacturers lo rrgbter with the H E W  Sect-e 
tars. 0111s those who have something to hide need fear this prorlsion. And 
wrtainiI. thobe n-itb something to hide have no place In the drug industry. 

In our view, tbc drug wgirtrtition provision does not go far enough. Whi le 
we are in favor of passage of the measure as written. we shall continue to Duab 
for a law requiring that drug manufacturers be licensed by the Federal Govern- 
ment, The ability to grant, witbdrow, or mitbbold license Is essential for ade- 
quate policing of the industry and for the enforcement of proper standard6 of 
safety and e5cacr. 

The bill would require each applicant seeking apurowl to market a drug to 
establish and maintain records of its effectiveness and Its side effects and make 
these records arnilable to the Gorernment. This will be of sirni5cant beln in 
keeping uselczs am-more importanly-harmful drugs off the market. We-are 
In full agreement ulth tbe requirement 

The provisions corering fnctorr Inspection are long overdue. Such inspection 
~111 insure cleanliness in plant operation. protection from adulteration. and the 
proper branding of products. It will give Federal inspectors access to paper% 
records. files. nrocesses. controls. and facilities. This n-111 make inswction 
menningiul. _ 

The II-D is not impre-sswi u1t.h arguuwuta that factory inspectlon Kil l result 
In inrosion of industrial nriracr. or the nirating of business secrets. In tbe 
first place, tbe public heal& end-;afetY 1s more important than business secrets 
In the second glace, there is adequate protection within H.R. 11581. Tbe law 
proclaims that information obtained br inspectors Is confidential. C’ertaInl~. 
trade secrets n-ill be as conridentlal as t.hes are now, in view of sdranced cheml- 
co1 analysis and electronic snooping. 

The law. as presently u-ritten. permits FI?,A only rery l imited rlgbts in check- 
ing qnnlificntions of drug personnel. These rights u-111 be broadened under the 
proposed law. This ail1 be a step forward since the safety of the consumer is 
i~ltinmtely tied up with the qunlificatlons of key personnel. 

‘Xe are especial13 pleased with that section of the laa which gires the H E W  
Swrct~ry the nphc to order a drug off the market If he finds that cllnlcal. or 
other experience. or tests show the neu compound unsafe orof no medical value. 
Too often. the consumer must wait for tragedy before a drug is althdrawn under 
present circumstances. The consumer wil~besignificantlI &fer lf this prorlslon 
becomes law. 

Testimony before this committee and in the other bod.v of the Congress has 
attested to the exorbitant prices of drugs. and to the fantastic lwo5tf of the lb- 
dustry. Certztuly. under ~such cirrunistnnces. the couwmer hns the right to 
rxrtit rffic :*cr oud rellaf from the medicinr~ he is offered. This. in far too m*n.r ~. 
CCIF~T has not e\cr,!nated. I)rug’: often are not injurious but neither are they 
effrrtive. The scnudal of RDS ;rucl of wifh~uwr oil cal~sules Illuarratcs the polnr. 
Power to remow nrelt=ze. drugs from the nmrket will hf an rffectlre tool in calm 
ing donm exaggerated claims for drug e5cacy. 

So drug should be permlttrd on the market If lt represents a hazard to the 
puhllr at lnrpe. 1I.R. Il.>Hl n-ould remedy this sltuntion. The II’11 IF of the 
rlew thnt the bill’s sectIon. n-ltilcb authorizes the HRW Secretnrp to withdraw 
such drugs. 1s Indispensable. 
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The argument haa been ralwd that the 1s~ n-111 place tbe H E W  Recet,arg in 
the nosltlon of a czar. Sothing could be further from the truth. The law ,-e 
qulres thnt withdrnwal orders shall he accomr~anicd hY detailed Andlnga. court 
review Is also provided. The hOnest manufactUrer who seeks to serve the sick 
all1 have nothing to fear. 

The batch testing reqnirwnent in the case of antibiotic represents consnmer 
protection of a vital kind. It ~il1 insure better quality control. as well as added 
safety. It 1~ di9kwlt to urnlemtand industrp obJections to this prorision. 1x1 
riew of t~ronrottionnl and Isricing policies of the Indudrg, its sudden concern a&rout 
added costs is hardly impressive. 

We  are gratifld to note tlmt H.R. 11-W r~ulren the truth in advertising claims 
for prescription drugs. toaethcr with a listing of ride effects. active logredlenre 
by nsunl name and nlltr:lilrtlicaticlns of the drugs. Exaggerated claims made In 
drug advertising hare Iwn shameful. Thr.t- hare cruelly raised the hopes of the 
sick. the aged. and the infirm. It is t ime that the truth should be made an ele 
mentnry requirerneut of this nrlverti4np. It is inhumane to permit this industry 
to take adrantoge of people \vhr* gr:rct+ at almost any straw In the hope of cnre 
or relief from pain. Here. too. there is an area of confusion and massive mfrdn- 
formation. The cost of patent medicines reaches into the billions. tirtalnly, 
as RI)S prored. there la a need for trntb in ndwrtlsing in this area. eaual to 
that lo preecrintlon drugs. 

_ 

The general tightrnirrp n]r ln the area of harhiturates and other heblt-forming 
stimulant drugs provided in the bill should hare the epprorol of tbe drug indne 
try itself. The expanded use of such stimulants has exacted a toll reflected in 
prison records, delinquency, and brutal crimes. The public welfare demands the 
bill’s regulation. and the IUD gives fts full endorsement 

1X-R. ll;ial would extend the t ime in n-hirb tbe Gorrrnment could examine a 
ucw drug application This should aid material1.r lu relieving nnmarrant& 
pressures on FD.4 doctors. M ’ith a maximum of 180 drtIs for stud1 and lnresti- 
hntion. lustead of the tnesent 90 days, the probability of decisions in tbe interests 
of public safet? will be greater. 

We  strongly fnror the grouting of BROWS to the H E W  Secretary, permitting 
! ;UI to keep n new drug fr<qo the market until it Is proren safe and effective. 
Thic right cannot be exrr<iwd orbitrarilr. as son’e hare alleged. The right of 
rel-iew and recourse to the ctwrts is 4enrlY available. 

The Industrial I-nion Ih?lrartment halls as a step forward. the provision in 
II R. 11.X1 that gives the Hl:W S W  retary the right to standardlce drug names. 
This will help to eliminate much confwion and n-ill facilitnte prescription by 
generic name. This is an rsvutrel step ton ard fairer drug prices. 

The rff.uirement that the standard or generic name shall appear on the drug 
label, and that the quantity of each iugredieut-if there 1s more than orm--sbaR 
also be stated, is another welcome step in this direction. The need for consumer 
protection in this area is greater today than eyer. The wonder drugs of our day 
-*row increasingly expeosire, and tbe most expensive way of obtaining them is by 
&and name. It is our hope that these requirements nlli Intluence nricing wllcy 
in the drug industry so that the consumer will finallg get a break. - - - - 

YVe are disappointed bg one major lack in H.R. 11581. ahlcb we feel is eseentlal 
If drug prices are to be held dorru. RadlY needed is modification of the patent 
laws as applied to drugs. 

It is our belief that no patent should he granted on any new drug unless there 
is a substantive change and improTemeot As things stand, a slight alteration of 
the formula is sufficient for a new patent Druir research. as a result has ctreosed 
changes sufficient to enable rival firms to come up with ‘duplicate produ&.~-fie- 
search has been geared to promotloq and the stress is on the new. rather than 
the better. 

In the decade ending with 1939. some 3.XKl new products hit the ethical drug 
market and another 1.100 new dwxes of existing products were also marketed. 
Of the new products, 88 percent acre combinations of drugs a1read.r on the market 
or dunltcattons of existing products. Such practices hare added to the confudon 
and costs in the drug field. 

Patent monopoly In the area of nes- discowry has permitted the drug Industry 
tr. r.hnrw r;hnt the traffic \vill Iwar. Trulv wm~etit iw pricing policie~l al11 not 
he +*tab!lshed until the patent Inns are changed to permit true comptitton ln 
the manufacture of the same product. Exclucirc pntcuts should be granted for 
not more than 3 .resrs. nfter rrhich prorlsion should be made to reqnlre the 
licensing 00 falr terms, of fill who n-nut to enter the field. 
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The IndustrJaJ Ualon Department, AFL-CIO, recognizes that H.R ll!%l rep 
resenta a long step forward. While It is of the view that pstent reform is fnnda- 
mental In drug poJIcy. it takes the positJon that jts exclusion should not be reason 
to bofd up the blJJ before thJe Committee 

The IUD ~-111 continue to work for improved drug IegJsJatJon in JJne wJth the 
S~tiou’n oeedc. It ulll condnne to prem for pstcnt reform. Such reform IS e6- 
sentis lf the prke gouging made possible by the 111s and the eufferlng of mlUJono 
of ue 16 to be ended. 

At the present ume, patJents bare no knowledge that they are sometbnes used 
as yinea pigs when new drugs are introduced Patleats should have the right to 
reject such drugs and doctors should be requfred to inform patJents that they are 
beinz treated with trial druga We urge the inclusion of such n provJsJon b the 
mea&e before you. 

The IUD applauds the work of this committee In the ffeld of drug JegJslatJon 
and commends its cbairmnn for iutroduclng this bJJ1. It is our hope that it wfJl 
SOOD be reported to the House floor. Sew drug 1egJslstJon that will protect the 
public csn be II major accomplishment of the second session of this Congress 
We are gratified at the unaPb.nOus Vote for similar l&slatSon that came Jn the 
Senate last week. 

In view of what hus been revealed ID more than 2% years of dmg henrJngs, 
it is dJ5Jcult to understand the position taken by some industry spokesmen. 
We are. in fact, appalled hy the views of some, abo last week csme before yonr 
committee. 

We refer the committee to the NAN News of August 24. A front page story 
there is headed, “Drug Industry Fears Effect of Emotional Congress ActJoa” 
The NAM. indeed. and tbe drug industry, show little respect for the judgment uf 

The pharmaceutical Jndustr;P takes the positloo Chat H.R. 11581 represents over 
regulation. The representatfve of the PharmaceutIcsi Nanofacturers A6sociatlou 
testified that “careful” stud? Is required and that there should be no “drastic 
chanzes” In the Jaw. Re termed the efficaev reouirement of RR 11.58l “neho- 
lous.” It would seem that the manufacturers want to maintain “fleribJJitP’* on 
thJs matter. 

Let us look at the “flexihJlitY that now erlsts. FDA Deputy Director hen- 
nrth L. MIMead. in n speech to the Tankers Academy of Medicine 8 few months 
szo. was renorted as sasinz that FDA would crack down on doctors who- - 

Art-s&e for tnilor&stndies to permit a drug promoter to advertlse that a 
product hns hceu clinic-nJJy tested. although only s fen uncontrolled obserrs- 
tions ou a few pat iente here been made. 

Rent themsclres out 8s “consultants” to drug 5rms and then agree to rJg 
drrqx ted procedures FO that the results w-ill he 8s predetermined. 

1-v :t$ treatulent-for-pay-m~licine drugs labeled “for investjgatlonal use” 
without <ubmitting proper clinJc81 reports necesss rr for the ev~JuatJon of 
the drug’s benefits or barmfuleffects. 

How mnuy more thalidomide tragedies does the drug fndustry need? 
It is inrer~tlug to note that the dmg industry would now try to potnt to 

the thalidomide trnzrRlr ns proof that new IezJslstlon Is not reonfred because 
the drug wasn’t nct&lJy marketed. yet. thnlldomlde would bare been marketed 
hed it not been for R conscientious FD.4 employee upon whom the industry 
brought heary pressure to release the drug. It Is also strange that the lack 
of Jnw In other nations should be used to justify Inadequate Jaw here. Yet, this 
has been done In testimony before thle committee. 

The big question Is whether the “quick kfll wJth the quick pill” outlook shall 
zo unchallcuzed. It is a que&on of whether profits or public safety fhhaU come 
flrst. We take the positIon tbat reasonable profits coming from service to tbe 
Nation are the klrrd America needs, while profits resulting from denial of the 
public welfare are harmful. 

The Srw Pork Times of Augnst 26 carded a front-peze story headed. “Sclen- 
tkts Fear Sew Lnws Blay Curb Drug Research.” A reading of tbc ortJcJe shows 
that those most coucy*rned nre representativesof the Industry. 

The tear js that tlzht restrictions on clfnJcn1 tstluz wiJJ result from new 
legislation. Tet. we 5nd no such r&rJctJons In E-R. 11551. True, the Senate 
leglslatfou would gire the REW Secretary the rlnht to require animal tests, 
but there is nothinz In the proposed leglslatlon thnt would halt cllnJca1 testing. 
We feel thnt the Industry sod otbere sre building a strawman. 
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It has &=pn propoeed that B qualitied advisory commit!ee of .sctentists be named 
to help dr,lft m~slble prop0~1s t0 jIbWIre s3fegunrds for the P+Wple. ~pedally 
tu the area of clinical trsting. This mny help to supply an anwer and Is aorthv 
of the conclclerntirln of FDA. We 8nd no rawn. however. to believe that either 
the pro)msrd legislation or newly announced HE\\’ reaulrtions will result in the 
bamtwring of clinical twtinp. Wecannot believe that the HER Se~retarg wonld 
act Pgainst clinwal testing in any specific case. nn)er;s there were good reason 
to doubt the safety for hrmsn we of the drug in question. 

11-e take this owasion to remiud the Congress that the best of laws can become 
nienalngkw dthwt adequate fnuds for eaforwment Funds granted up to now 
hare been Inadequate for the FDA to carry out its functions as it should. FD.4 
baa a tretncndour; rrsponsibility in an Increasingly cital arca. This responsibility 
mutt not be ahuned nor should there be any excuse for negIect 

-. -I ~~L,JIOLA I IVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

The proposed amendment to section 301 f j) of the Food. Drug, and Cosmettc 
Act concerninn contidentialitr of information is aDDz%rentlr intended to DroWCt 
from disclosure and from t&roper use sncb @r&e infdrmatioo as might he 
obtalued from inspections of premises and examinations of records found in such 
premises. 

Ke can understand tbe need or some such prorislon tn conjunction with the 
extended powers of iospwtion provided by section 201 of 1I.R 11531. Hoa- 
ever. section 202 goes far be.rond any needs nhich would be created by enact- 

ment of section 201. The propoeed new rule about confldentialitg would not 
only protect from disclosure such information as might be obtained from fnspec- 
tions. but the amendment as set forth in section 202 would also throw an un- 
warranted and highly improper statntorg blanket of secrecy wer a n-ide range 
of other matters which ought to be open to public rrmttnp. 

For example (and this may be the most imllortent single example), section 
202 would make It a matter of law that the entire contents of food-additive 
petitions be held in confidence. These would Include petitioners’ reports about 
tests as to tbe safetv of such additives. IVe beliere it is bezond auestion that 
the reports of such inrestigations should be freeIF aVrilahlevto the public, and 
especi& that Ibeg should be arailable for examination and stud? bi the eden- 
tlflc rommunlri. It is thronch the wide dissemination of scientific renorm that 
the assorted flbdings are tesTed against the expert knowledge and~opinlons of 
all those other scienttsts who are informed In a spwial deld of knowledge and 
who should hare the opportnnitp to read and consider published reports, freely 
arailable to all who are interested. 

Section 202 would require the withholding from the public of much other 
rital information Tbc list 4s too long and varied to give here: It would in- 
clude just about e7er.r piece of inforrantion required to be submttted by manu- 
facturers under many important sections of the Food. Drug. nnd Cosmetic Act. 
Under some circumstances. it would perhap< become pwsible for a msnufndurvr 
to seal the Hps of the Food and Drug Administration as to a grew danger to 
the nubllc welfare simply by lncludinp certain information in a rewrt or netI- 
tionto that agency. - 

_ 

The provislonn of the Food. Drug. and Cosmetic Act are in many respects a 
patchwort of amendments upon amendments. Each of secersl chapters of the 
act noa has more or less appropriate requiremeuts as to confidentiality of tn- 
formation. These separate rules were established by the Congress with~careful 
consideration 8s to their eIYects. The chance nro~ovd br section 202 of HR. 
115% would haye a widespread disruptire eir& on ectabilshed rules in a way 
wbicb we do not believe the Congress could mibly intend. 

We recommend tbat se&ion 202 of H.R. 11581 be entfrel~ rewritten. It 
should prorlde for appropriate wnfidentialltp of such ioformetton as Is obtatned 
through factory inspectIons and is proper1.r to be wttbhrld from competitors. 
snd should be ~cwrcls limjted to that nurrxwe. We believe that section 301 (1) 
of the act need not be amended at all ib &is connection, but that the neces=~~rr 
pro~l~ions should be tncluded as a subsection of section 704, whtch deals n-i& 
factory inapectlom 
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‘-Erideoce ohtatwd during inspectIons orer a number of years hare ahown 
rhut some of the tnw~tw~ of the Rinfr’s Creek Canning Co. orwating 5ve can- 
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IIe talked about a consistent refusal to furnish lnformatlon nbout interstate ship 
merits. Ile tben continued by talking about “case after case” la mhlch foods that 
went “distributively all over the Cnlted StaW” to “thousands and thousands 
of retail outlefs.” were “adulterated and unsafe goods.” 

His apparent point was that the departmental proposal for authority to 
search through all of the files was supported by this example of a processor’s 
refu>al to furnish shipping records of the movement by his own trucks of what 
was csllrd “adulterated and nnsafe goods” (transcript. p. 37). It would be 
difficult indeed to read all of the Secrvtirr’e oboe-ntlone without coneludina 
that the entire packing operation of the G;r&uIar canner was imnlicated by hii 
M.ateuleum. - 

As the transcript of my testimony makes perfectly clear, 1 did not refer to the 
Swretarr’s animadversions on this uacker in uolntinn to the enistlnn FDA 
authorit.; to get sblpying records and-its other &wrs &sentlg author% on 
the facts reported by tbe Secretary (transcript. pp. Iii-179). 

Instead, 1 did so later in discussIng the possibility of what I called “casual 
lmblicitr” being damaging to a particular company. As I put It. the committee 
had “heard that man’s nack talked about in most de-atom terma” tt.ranacriDt I - 
p. 184). 

11s reference to the later 1961 seizure was Intended to rebut the clear ImplIca- 
tlon of Secretary Rlbicofl’s testimony that e-ierything the named cauner packed 
was unfit. In fact. our search revealed 001~ three notices irwolrlng tbe packer 
who% uaum had been so unhanuib nwd in the tw.wina% 

It occurred to us that the b&t iefutation of the S&etars’s Im~llcation con- 
cpmhg this canner’s entire pack was that another lot of tl& pa&er’s tomatoes 
had been subjected to intensive eramination by the FDA and that no eridemw 
was found that the r)at.?ier’~ tomatoes were unfit for ivod This June 1981 
seizure n-as based mielz. ou the ground that under the applicable regulatiuna 
the goods were not properIc lebeltxl under se&on &H(h) (I). The notice of 
judgment Lqecifled that after default the twoatue6 were delirerwl to charitable 
1nstitntl0na 

It is our view that the charge and disposition in this seizure make It clear 
that the 1959 charges a-ere in all likelihood confined to a pxrtirular period in 
that packing season, and that since that time this packer’s product &as been 
free of the alleged conditions so unhawib dscrilwd bv the Secrrtarv. 

Ke are cunRd$t, Iw~~--c~vrr. that the &&ttm ~111 ay~mciate thdt t& specific 
reference to a named canner by the Secretary In his testimony, which 1s some- 
nhst unusual 111 It-elf. WBS offered to su~qwrt the FDA’* contention that the 
proposed amendments to section i@4. authorizing their lncpectors to have access 
to food plant files and records, are necessary to enable the FDA. to carry out its 
enforcement responsibilities under tbe act. 

Referent to an earlier part of the transcript. dealing not n-ith casual nn- 
fortunate publicity, but x~ith the specific existing powen of the FDA ander the 
trot icionr of Uw l~wwt ac? (trnn.wrll~t pp 17&1M~ \rill indicate that I 
offered four specific reasons aby the particular example offered would on the 
atierted facts ln DO way support the proposed amendments in title II. 

If the “evidence obtained during inslwctions owr a number of sears” was as 
reported, the emergency permit control protisinns of section W4 of the law 
might hare been brought Into play. The proTisiona of section 3M protidlng 
for injunctions, which have been utilized by the FD-4 ln the past, were also 
applicsble. .4nd if the evidence was as cogent as suggested. a criminal prow- 
tion under sections 301(a). 303. and 402(a)(4) was also arallable. 

Rut more important I sugcested that If the processor ~11s using his own 
trucks. sectIon 703 of the law would require the production of sbipplnrr records. 
That action now authorizes the FDA to “hare access to and to copy all record6 
showinr the movement in interstate commerce of any food.” It npplies to all 
rarrirrc cnaared in interstate commerce, nhich In our vie\\- imludes the 
dellrerinp In their own trucks. Rut a specific written reqowt is required. 
and the coxwessionsl prohibition against the use of thee records In a criminal 
prorwutlnn becomes applicable. 

Arcordinzlr. in this earlier portion of my twtlmony. an effort was made 
to demonstmte that the report of preoalllnp operatlnc conditions yielding ua- 
fit fnnd. cowled nlth the refusnl to furnish s~ipplnp recorda. could ahundant1.y 
how heen dealt ~jth under the exkflng act, and hence niIered no snppoti for 
the r-n-ted authorization for a ew-e~in~ and recurrent esamlnation of a11 
recordq and Ules. 
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1 tlm conadent that on a full reading, the trenscrlpt, both of the Secretary’s 
and of my testimony. will speak for Itself. ID order that no mlsunderstandlng 
may exist, I would appreclete your Including Jn tbe record a copy of t.bJs letter 
~IODK with that of Mr. Harvey. 

very truly your& 
H. Triovla AU~TUW. Counsel. 

Sano.u*L Assocunox o* FOOD CHAXN~ 
Warhiwtmr D.C.. Awvrt 28. 1962. -, .- 

Mr. w. E WlLuAucwn: 
Clerk. Cosamiltee on Inferetoteand Foreipn Cotntneroe. 
VS. House 01 Rcprcnrntatacca. Waekinytcm, D.C. 

Dz~n MEL Wrr~lausox : Tbls statement 1s submJt& by the National Associe- 
tion of Food Chains. Inc.. iii opposition to section 201(e) of H.R. 11581, the 
“Drng end Factory Inspection Amendments of 1962.” The essocJatJon Is corn- 
posed or npprorimatelg 250 corporate food chaina, ranging Jn 6Jse from as 
small as 2 store operations to organizations distributing through more than 2.OW 
store& 

Se&on 201(a) of II R. 11X1 rrould greatly expand the present JnspectJm 
~rovlslons of section iM or the Food. Drug. end Cosmetic Act to authorlse carte 
blanche inspection of “ail things” in eny~establishment. including food stores, 
which bears on any x-iolation of the act The practical efbxt of this sectJon & 
the bill is to make it imnossible for anvone to refuse Government JnsnectJon of 
anything, lndudina all bnslness records: 

SAFE? recognJz& that Government inspection is necessary in some instances 
to uncover violations of Federal law. This inspectJon eothority shonld. hoa- 
ever. contain some iimItations to nrotect the lenitimete interests of law-abidlnn 
busintxses. SrctJon 31 (a) ignor& this import-&t prJndple It eliminates any 
protectlon against unrrarranted Government fishing expeditions, it invades 
the business priracy of food store operators. end it raises serlons questlone as 
to whether It permits unconstitutional search and seiture. 

Moreover, the costs to a company’s operations of such a widespreed and de 
tailed inspection may well be considerable. These costs, Jn turn, must be passed 
on to tbe consnmer. 

No attempt has been made in these hearings to demonstrate why such broad 
inspection authority xould further the remedial purposes of the lea. Certainly. 
no such need is ba.ud npon any alleged violations by KAFC member% 

The Food. Drur. and Cosmetic Act can Jmnose criminal wnalties nnon nn- 
knowing rlolatorsy To include food store operators within the coverage of this 
bill is therefore not only unjustitled but is also a dangerous extension of go+ 
ernmental inspection authority. 

Respectfully submitted. 
CLAECNCS 0. ADIYT, 

Ezecutmx Vice President, Notional Association 01 Food Chains. 

CIENNA, VA., August 21.1962. 
Denrr SIX: During your committees deUberatJons on the drug meos I thou&t 

perhaps the enclosed might be of Jntetwzt to you. It is not directly related but 
aJnce some of the ingredients mentioned are also drngs there is a direct UeiiL 
I am generally unslterablr opJ& to Federal meddling in controls but recognire 
come are absolutely essential. This is one area that needs bolstering to combat 
the commercial ism Jnrolved. 

Do your children or grandchildren consume quentJtJes of ice cream? 
StirelY. 

[From Prerm&n, August lSfJ2J 
N. D. EWLY. 

The kids thla year hare orer 200 flavors of Jee cream to pick from though 
chances are th:tt they’ll choosce one of the old stuudhys---&ocolate. ranllle. or 
ctr:r\rberry. For the more aclrcnturous. there ere rhubarb, mango, end -nut 
caramel to try. 
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ICP cream mnuufavtnrera have also diwvrered that ice crrilm xblch holds its 
expected textwc :~.~~ger sells better. The cu%touwr wjoye eating it more and 
the s;rIesman ill the store tinda it lticer to work with. 

In tie course of bis education the ice c‘ream manufacturer soon becomes 
aware that tu wake a full-flarorcd ice CW:UU takes a lot of flavoring. A lot of 
berries. cbwolnte. brmonas. peaches. etc., wst a lot of money. So the mnnnfac- 
turer is usually g~nduJted into a new nJ~J~roa~J~--spllthetic flarorirrgs. 

It is easy to SW how the pattern of ~wxlern ice cream has developed. It ts the 
atur)' uf the derCloJnMut Of luOst mu&r0 food JlIdu~trie& whose aim is t0 make 
more cheaper, with uo regard for food value. and little for safety. T%Is ia 
a-hat has caused tbe gravest danger to us, in our food supply. Preventlou Bnds 
ths hredlr*s protiteering cause for great alarm. 

It took uhtillZ8 for the United States Go\ ernment to do anythlog at all about 
regulating by law the stuudards ulrder which ice cream Is proowed. What went 

on in the industry before t.bat was unspeakable. Kom there is some control, bat 
still one carrot help being astounded at the many dangerous additives that con- 
tinue to be used in ice cream. Furthermore. Federal law does not control mang 
aspects of manufacture in products which are sold exclusively wthin .a single 
State-as most ice creams are. The States Uwzmselres are Inconsistent In what 
they require in an ice cream. By aud large, the xe cream industry has a tirly 
fret hand in what it se& to the consumer as a final product 

911 of this information became quite appsl-ent as we read through a recently 
published book, “Ice Cream and Related Products,” by 3. H. Frandsen and 
W. S. .4rbuckle. The book is intended as a basic handbook on tbe manufacture 
.rud sellmg of icxz cream. As such, it @!-es a pretty full picture of what one is 
.-ettiug \rhen one takes a half-gallon of KY crenw home from the supermarket 
“of course, Prevention’s objections to commrrcia!ly sold ice cr- start with tbe 
most basic ingredient tile milk. Milk is no better for tJle body when it appears 
creamy and frozen than nhen it is poured from a bottle. The milks and creams 
in ice cream contain the sz~me erwssixe talluess factor, the same butterfat, the 
&aDle objectionable antibiotics and the -me allergenic properties that Prevention 
has warned against for rears. 

Lcot milk is only one of the drawbacks in iw cream. Sugar. for another, presents 
an ere~l greater hazard to the body. nud sugar constitutes up to 20 percent of what 
is sold to you as ice cream. Sugar is the ON item in our diets that robs UB most 
frrelv of valuable B vitamius. and sets onr bled swar 10 doinn rollereoaster 
cJim& and plunges. If rhere.w any outritire merit ii the milk products in ice 
cream. the sugar quick1.r souff:: out any admuttige. As “Ice Cream and Rrlated 
Products” valuates sugar‘s part in Ice cream, “The main function of sugar is to 
increase the acceptance of the product, nut only by making it sweeter, but more 
especmJlg by enhnndng the pleasing creamy flaror and the desired delicate true 
fruit flavors.” 

We doubt that parents who disallow their children candy and do allow them 
to eat ice cream are aware that every dish of ice cream a child eats contains two 
or three tablespoons of sugar. And if your family goes through the popular half- 
gallon package everg peek. as many fxmilles do, they’re addlug au extra pint of 
pure sugar to their already unimpresslre diet. 

Hare JOU notitrd that the ice rrram in late years J- notably free of Ice crystals 
and has a smooth creaminess about It? That’s DO accident. It’n the result of 
stabilizers and emulsifiers. The stnhilizers ~$4 to be of gelatin animal sources 
such as the skins and hones of cnlres and pork, or of vegetable sources: agar-egar, 
certain Q-pm of seaweed. etc. Today there has been a peneral switch to a cheaper 
cxnthetic chemical, sodium clrt~or~methglcellulose (CMC) is the basic stabfllrer 
being used by the ice dream industry of the present day. 
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Emulslflers are another of the strange things that hare happened u&x making 
ice cream moved from the bnrk porch to the factory. TbePe sre deacrfbed as 
valuable for “the imDrOT.Pd nhlnnlnr aualltr of the rnlx. the nroductloo of a drk 
Ice cream with a &o&her b&y &d’te&re harlng sup&r drawing qnalltkn 
at the freezer, and more exact control which can be maintained In the rarlons 
manufacturing processes.” Xaturol emulsifiers such as eggs. milk prot+Jna, fat 
lecithin. etc., have gfren war to tbe monoglycerides aud dlglxcerldes and to com- 
pounds known collectively as the poly compounds The glycerides are ei~WIcia1 
fats, whfch Prevention condemns for several reasons, not the least of which ta 
their propensity as with all processed fats, to open the nay to cancer and raise 
the natural cholesterol level of the blood 

The polyplpcerides. of which polyoxyethylene monosteante is a commonly eo- 
countered example. bare been used in breads. salad dressings. and Ice cream. 
Federal law prohibited their use in these products, because. as one former Food 
and Drug Commissioner put it they would make “good paint removers.” Some 
are used for this purpose. as well as for antifreeze in cars and coolants In air- 
plane engines. -4~ elixir sold in [be l!W’c, and puarant& LO cure kidney dia- 
ease. strep throat. or gonorrhea, mnt:rincd dietbrl gl.rrol. After 105 men aud 
women bad died :IJ the result of taking the elixir it ~‘a< recalled from the mar- 
ket. Is diefhyl glycol iu ~our icu cream? The Federal lam which outlaws tbe 
u-e of po!yglgccridcs corers interstate commerce. but many ice cream manufnc 
turers bare designed their product6 for local coueumption only. Unless tie 
.miflc State has a Iaxr which prohibits polyglycol,l~, cbanres are that local 
manufacturers ~111 use it. 

However. an ecen more offensive area of additives In ice cream is that af 
artificial flavoring and coloring. There are Federal laws against the use of 
artlfMa1 colorln~s or flaTorings in ice cream. HOW well do you think they are 
obserred on the Stste level? 

Sales @urea bear out the fact that ~nllla is the most popular Ice cream darer 
of all. “Ice cream and Related Products” gives a rundown of the cornpour& 
now used to give Ice cream that popular vanilla taste. You can be old fash- 
loned-and ermnmgnnt-and use real ranill be~nr. (Even tbese don’t sound 
too appetizing when we learn fhat the extractions are prepared from finely cnt 
ranilla beans in a solution of not less tbaa 35 percent alcohol.) Ton can gtt 
~anllla concentrates. ranilla pastes, blends that contrtln true ranilla ertracta 
mired altb s.mthetlc, and preparations rrblch “contnln no ranllla bean er- 
tractives.” 

it. 
As the flayor desired gets more speclsllzed. so does the method of acquiring 

Gommerclal Ice creams almost nevzr use the natural substance to attain the 
bulk of the flaror intended. In the book, “Food Flaroring&” by hlerory. we 
came acro~ a chapter entIlled “Imitation Flarorc” Many of these formulae 
are the ones used to flavor the Ice Cream v-e are offered. 
banana flacoringa: 

Here 1s the recipe for 

(ftru 
Imitation vfolet-formula MF 140- _____ - ______ - ___________--_-___--___ 72 
Benz?1 proplonate-_-__________________________----------------------- !22.0 
Etw capmate -------- ----_- ______ -- _______-_-_-_--------------- 24.0 
Rellotropln _____ -_-__-_-_- _________ -_- __________ - ____________________ 24.0 
~anlllIn_~-~_-_--_________,____________--~~~~~~~~~~~-~------~-~-~~~~~ 24.0 
Coumarin rubstltute _________________ -__-- ______ - ___________________ 24.0 
Linalaol--______________________________--------~-------------------- 40.0 
Amrl ~alerate__-_____________________________~~----------.--------- 60.0 
Amrl butsrate-------- __________ - ________________-_-_--- - ----_----_- 120.0 
Aretaldebrde-_-_--______________________---------------------------- X20.0 
Am?1 acetate----- _____________________ -_-_-__-_- _________-_-_________ 584.8 

We 1nvestizatc-d the.%? Jnrredlltnts In the Merck Iudex and came up alth rome 
SWprlSlW and dlsconceerllng hackpround on some of those that were listed. 
Heliotmpln was found to be a drug. ahlch if used in large amounts. will cauce 
deprepsinn of the central nervous system. Amy1 vtlerate Is a substanr~ tbat 
has heen uti HC a ~d~tive for by~rerls. .4m~l nrrtnte Is wed to perfume rboe 
pnllsh and in the manufacture of artlficlnl silk. leather and in d.relna and flnlsh- 
Ins? textlIes It la ah knorrn to cause headache. fatlmle. and Irrltaticm of 
mncua membranes upon contlnuoos exposure. Acetaldehcde Is ur;~I. among other 
tblngrr. In the manufacture of plastlcn. It lnltates the mucuuc membraoes. and 
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has a general DamoUC aCtb. Large doses may csuss death thmgb resph- 
tory paralysis. Its toriclty sYmptom8 are slmllar to those of cbronJc paralysis. 

TbJs formula for banana flarorJng ass chosen at random from a Its&g of 
dozens of simflar one8 offerJog common flarora such as butterscotch. tutti-f~ntt~, 
aod blueberry In Mr. Merory’s book. Banana Ice cream ia just one of many 
whose flavorlop Jngredlents would give one reason to be concerned. 

Other darorinxs contablng specific undesirable Jngredienta are: cherry-plm 
onal. a substance oaed to kill IJce: aldebyde C-17, an Jnfhxmmsble lJqnid used in 
anlllne dyes. plastic and synthetic rubber; pineapple&by1 acetate, a chemical 
wed for cleaning textiles, whose vapors may be JrrJtatJng to the mucus mem 
branee, and may damage the beart. the kldneya and the liver; nut flaror-bnty- 
raldebpde, used ln rubber cement rubber accelerators and synthetic resJna; 
emwherry-beruyl acetate, a substance that can cause vomiting and diarrhea; 
Wack walnut-ammoninm valerate, a medical sedative 

In coloring techniques, the addltires men have had a &Id day. and ice cream 
manufacturers are rlgbt there aaltina to make use of anr new derelonment 
A technical book entJ&d “SynthetJc F&d Adjuncts” by Yo& B. Jacobs,-P&D, 
can-led an interesting page on color association as it is understood by most food 
manufacturera. especially those abo make confectlona such as ice-cream. In 
the IJstJnas we saw 6UCb recommendations as “blackberrv-dark bluish-red : nut 
walnut togolden brown : pistacblo-brlgbt green ; strav&e;rybrJgbt. blulsb pJr&” 

Tbe author thoughfully lists a grouping of various shades of the primary 
colors. wJtb the formulae for the different dyes to be mIxed to acbiere them 

Dark 
Amaranth : CantJon : consult latest Gorernment regulations before using Ma 

d.re In food& dmgs, and coemetta~ 
Indigothe : Dark blue dye 
Glycerol: Used as sohnt, burn&ant. emolJienf sweeteuer. In cosmetics, 

liquid soaps, confectionery, blacking, printlug and copying Inks. also in the 
manufacture of nitroglyceroL Medical we: cehlcle for anWwsinea 
BlSUh4-d 

Pooceau 3r: Caution : consult latest Government regnlatlons before mrtng thla 
dye in foods, drugs, and.cosmetJca. 

Tartratine: CautJon : consult latest Government regulationa, Set 
Iodiaotiue : Dark blue dya 
Glycerol : &a abore 

KU-T 
Walnut 

Amaranth : CantJon. see abore 
Tartrazlne: Caution. tree above. 
Orange I: OmnKe dye. 
Ponceau 3R : Caution, ree above. 
Indigothe: Blue dye. 
Glycerol t fh above. 
Fast preen: Dyeing nllk, -xl, jute, leetber. 
bfedi~l use: .+ntJseptJc for bacterlai and mgcotic infectiona 

oowm ssown 
Amaranth : Caution. see above 
Orange I : Orange dye 
Tartrezine: Caution. see above 
Ergbrooioe: Brown color; caution. consult latest government reguLatIona 

before using In food. dyes, and cosmetlrr 
Poncean 3R: CautJon. see above 
Brilliant blue: Dye for cotton and silks. Uedlcal use: has been used aa an 

antiseptic 
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Brlgbt green : Tartrazlne. Caution, see above. 
Brilliant blue: Dye. we above. 
Llgbt green : SF yellowish dye. 

Brlgbt-amaranth : Cantlon, see alxwz 
Tsrtrazine: Caution. see above 
Bluish pink : Indigotindye. 
ChTerol : see above 
Fiytbrosine: Cantlon, see abov&- 
AS you can readily see, what one ordinarily thinke o! aa Ice cream-milk. 

sugar (even tb.at ix often a synthrtlc sweetener), eggs and fruit. or real vanilla 
or po\rderwJ reel vbocoltite-ir not what we buy at the store nowadays. Prob 
nb1.r an iw crcnm mnutiacturer ylth ideals of purity and honestF of product 
could not exist In his competitive Industry. 

And this conglomeration of chemical flltb is wbat tbey bare tbe nerve to offer 
to rbe public as a pure aud nutritious food. especially good for children! We 
haxe even seen its use adwcated as a breakfast food, atop dry cereal! 

11,. crraw is ah jnzznl-111j a lwodwt as oue can buy. Every trick in the book 
has beeu employed to make its appearance attractive. if deadly, and fta mann- 
facture as cheap as irresponsible methods permit. It Is difecult to believe that 
intelligent people n-ould permit their children to eat it., even occasionally, ii 
they understood the chemical garbage it contains. 

Show this article to your friends, for the e.ake of their little ones If for 
no other reason. And please. as 10~ value your health don’t ever succumb 
yourself to tbwe pretty rolora and swxt flarors achieved with deadly &emi- 
calf4. 

THE AM~E~JCAX Pumx HEALTH A&cI~~~oR, IRC., 
Washinpton, D.C., Augwt PI. 1962. 

Hon. Oprrlr HAERIE. 
~koinnon. Rotrae Committee an Interatots and Foreign Commerce, iVew Eovrs 

OJbe.BuiWing; Washington. DSl. 
DEAE YE C~arsual~: The American Public Health Aasociatlon ha& for aev- 

era1 .rears. been cuncerued with the problems resulting from the manufacture 
and sale of an increasing number of drugs. In the opinion of the APHA, aerl- 
as defects hnre become apparent during recent year6 relative to the clinical In- 
rpstlpation. distribution. promotion and advertising of hundreds of new drnga 
which are marketed in the United States annually. These inadequacies are evt- 
dented by the fact that flnce 1957 at least 19 druga hare had to be recalled or 
withdrawn. The following Is a list of 15 of these drugs and mannfactnrem, 
rind the reason for recnll or withdrawal follows: 
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The severity of this situation bss recently been brooght to the attenflon of 
all through the tragic experleoc-e In thousands of pregnant women abroad follow- 
Inn their use of thalidomide. In thin Instance one of the most serious defects 
lo-the problem of drug control was clearly indicated-that is the lack of ade- 
quate preliminary research before clinical lnrestigatlon Is permitted. Inresti- 
gatfon of new drugs does not regularly Include careful re.aearch of the drug 
on preanant animals. Also. cllnical investiaators are not alwars fully en~rlsed 
of possible and dangerous side effects. Thk. it seems to us, &IS de~on%ated 
In the use of thalidomide resulting in congenital malformations in thousands of 
newborn babies. 

In the light of these problems relating to tbe moltipildty of new drugs and 
the tragic experience with thalidomide, the executive board of tbe APHA on 
August 14. 3962, approved the attached statement and has requested that tt be 
made arailable to your commlttee in order that you may know the position of 
our assoclatlon relative to this matter. Additional information whlcb may be 
of assistance to your committee ail3 be provided at your request. 

Respectfully yours. 
Soau. J. SWvunrROcA. 

Director, TTaslr ingter O@ce. 

STATEMISXT OF TEE Extxurra BOARD.  Aama~~cax ‘E’IJULIC S%ALTE 
As6ocunoR. Avcvsr II. 1982 

The American Public Health Association expresses deep concern o&asioneb 
by reports of the occurrence of large numbers of congenital anomahes in several 
countries from the prescription for pregnant women of an insufbclently tested 
drug marketed under a number of different proprietary names. 

We strongly commend the work of Dr. Iielsey, a member of the staff of the FDA 
who prerented the release of the drug for sale in the United States. At the 
same time ln order further to dbninlsh tbe possibility of the promotiou and 
sale of harmful drugs In the United States. the American Public Health Aarncia- 
tion- 

(1) Reaffirms the importance of its resolut3on on drugs adopted In lfk.50 
nraine on welfare. health. and other nublic aeendrs ltmitation of Dublic 
er&&ltures for drugs to those prescrlhed by nonproprietary generic iames 
included in United States Pharmacopoeia or Sational Formolary (accepted 
dental remedies) or If not included approved by a qualitied fo~nlery 
committee. 

(2) Emphasizes the importance of strengthening the power of the Food 
and Drug Administration to require sat&factory eridcnce of ssfety before 
any drug Is released for general use, both by legislation and by increased 
apnronriations to wrmit expansion of aualifled nrofessional and technical 

(3) Requests that the FDA require that generic name6 be printed on 
labels and in adrertMne in eoual uromtneme with nronrietars names. 

(4) Recommends that-by IegfslaGon or regulation release if drngs for 
trial in buman patients he conducted areordlng to protocols which meet the 
standards to be established by the FD.4 In consulaction altb the PHS and 
which conforms to D~~DcID~s of ethics in clinical research established by 

(5) Partbxdarly calls attention to tbe risk of concenltal anomalies re- 
sulting from use of Inadequately tested drugs and urges that drum which 
may be nsed during pregnancy be subjected to suitable tests as to teratogetic 
effect prior to their approval by FDA 

(61 Recommends that the aonrourlete authorities of the Federsl Corem- 
me~nt’establlsb rest&ions up&n the im&-t into the United States-of drue 
not approved for sale in the United States except for ~llnical trials under 
protocols to be establlshed by the FDA. 

(7) Calls upon the pharmaceutical induztry to hasten the lmplementatlon 
of these measures of protection for the puhllc hr (nttiating mluntary action 
to these ends pendlng the derelopment of nea reenlatlons and the ennd- 
meot of needed legislation by the Federal Gorernment. 

818 

l 



. 

VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

DRUG INDUSTRY ACT OF 1982. 

THE Unnw Sr~nra Pammrwwn~. 

Re H.R. 11581, antlbiotlcs certixlcatlon. 
New York, A-.Y, dvgvrl PI, 196t. 

Hon. Oasn mm, 
Chairman, Committee on Inter&de Commaus, 
House of Represedatiw, Wwhinptocc, D.U. 

DUB Sm: Tbls ~111 convey the InformatIon on antlblotlcs certi6catioa that 
I promlsed to provide In response to a request made by Congressman Roberta 
during my appearance as a witness on August 22. 

Of the hundreds of substancea dlacovered lo tbe past 20 years that mar be 
classed as antiblotics by virtue of the fact that they are produced by llvlng 
organisms, relatively few have been introduced for use as druga l&se latter 
constitute only sJigbtly more than a dozen different basic molecular structum. 
I have compiled a list of tbem. together with certain information that belur 
on the need for their being subject to batch certlflcatlon. 

During my appearance on the stand, Congressman 3foss read from an addreaa 
recently delivered by Mr. John L. Harvey, Deputy Commlssloner of FDA, In 
support of tbe legislation now before Conaress. Wth respect to batch-by-bat& 
certii3catlon. Mr. HarreF stated that certitlcatlon of all antiblotlcs Is needed 
because (a) “antJbIotJcs are the first choice In treating life-threatenfng Jnfec 
tious conditions”: (h) mo+ antlblotics are prodnced b? processes that are corn- 
plex and yield “undesirable byproducts” : and fc) “the potency of antiblotlcs 
must be detennlned by blologlcal assay procedures. the interpretation of wbl& 
requires unusual competence.” 

I regret that. not bavlng seen a copy’ of the address earlier, I was not ln a 
position to comment on it adequately during tbe questioning period. Hence 
I mich now to offer some remarks. 

Wltb respect to point (a). there is no dlsputlnr tbnt antlbfotlcs are the first 
choice in treatine manv infecttour; conditions hut thin blsnket statement requires 
consIderable qualiflcat~on. In the riew o! the outstanding phfljcians who sene 
on the U.S.P. CommIttee of Revl~ion, It 15 best to use one of the newer sulfa 
drucs In many eases in preference to antlbioticb. Hoffever. infectious dlseas.es 
mnke up only part of the medlral emergendes that physicians face daily M  
that the role of nntiblotlm lo medicine is not so different that, as a class, they 
should be dren different status under the law. 

The stotenwnt (item tb)) that antlhlotics are prodwed bg complex procezw 
\rhich sometimes lead tn undeslrshle prodnrts also does not dlstfnguirb this 
grow from other drngs for whlrb the same thinc map he said. One of our most 
important crouv of drugs sre the which produce relaxaffon of muscles so 
ns to fwililnte the work of the wreeon. The flW of thee. tnhwurarine rhlorlde. 
19 the pniwnouc inrrredlent of nhnt Is popularlp known a~ “nrwnv poison” and 1s 
ohtllned from rrnde mntrrinls C~llwted hr Snnth Amerlcnn trlhezmen. The bert 
methods of extrartinp tnbocursrinc yield a product that mn~shw other pub- 
staniw having undwirahle artivltv. With respect to ry-nmthetlc mucrle relaxants. 
the chemicnl mnnnfnctarim? procec~ I8 such I-IP to rgnire areat rare In rlImJnrcti 
ing harmful hnrodnrts. Hence sn arwment bawd on complerlty or nnderlrsble 
h.rp~ndnrtq 1~ rcarwlv morlng in puttina the antibiotics In a class by themselves 
a9 rrrlulring special FDA handling. 

With w-pert to Item (c). It Is clmp1.v not true that the wtency of antibiotlcs 
mnat tw rletermined hy hiolopical a~~a.v. hwawe rhwnlral sssayn are TIM for 
many of them. RI 1~ Indicnted In the ennrlowl table. The FDA itcell use* these 
chemlrsl nqwvs. hwthermore. thlc spain does not place the antlhlotlrs In a 
separate class hemwe therenre mnnp dnws nhlch are not whjwt to certlficatlon 
thnt csn hp t&4 only hp hioloeical IICCIIT. 1 need mention only dlsltrlin. the 
lndi~penwhle heart dme: po+terlor pitultarv. the druc wed In chlldhlrth: or 
lwnnrln. mhirh lq wed in the cmerwncy of acute hpart nttnrkn to Drerent further 
clottinq nf the hlnod in the mronary srterv. Other 1-s Imnnrtant drum also 
rrqnlre hioloelcal standsrdizatlon. lnsulin-mnpiinin~ products also require 
biolnrical standsrdizntlon, hut these of course are subject to a type nf hatch 
certtficatlon that works Iecq bardshlp on prducws and does not reqnlre duplicate 
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testing on the part of the Governmen+ Indeed, if tbe certlficatlon of ~tJMot.ics 
were put on the same basis as that of insulin, the present proposals would be less 
objectlonsble. 

The ultimate destination of the fees paid the Gorcrnmcnt for tbe antlblotle 
J.rogram was the subject of a regrettable misunderataoding between me and Con- 
grfisman Ness. The point I wanted to make is simply that once a Gorernment 
agency has built “11 a testing unit for which it charaen fees. it Is onrealistIc to 
expect t&at unit td recommend ita own abolishment- If n-e &not depend upon 
the Congwss to look carefully into tbe continued need for such services, I am 
sure that citizew will bare a right to feel that they are not being adequately 
represented. 

Kitb respect to the statement that antibiotics certification costs onIy one- 
twentieth of a cent per dose, the fact should be brought out that this is an overall 
average for the industrs. and is made up of widely disparate flgww. *‘or the 
large manufacturer who submits a iarge batch of antibiutles the testing fee Is 
non much larger than that charged for a small batch submitted by a small man”- 
fncturer so that lbe latter’s cost per dose is much larger. This wiJI tend to drive 
the small producers of antibiotics comyletely ant of business. I trend in this 
direction Is already indiLated in the @armaceurical business for other reasona 
as shown by a recent survey cornylet& for and published by the Pharmaceutical 
Xanufacturers Assuciatlon. This shows that during the past 20 years. 544 new 
basic drugs were introduced. One-third of these were devefoyrd by 5 flrms 
alone and threefourths of tbem were dewloped by only 19 firma With respect 
to the role played b.v the nntibiotica in tbis picture and the trend to concentra- 
tion in the industry. the rKord shows that nearly onefifth of the total of 544 
drugs were antibiotics or closely related drugs also used to treat infections. 

There is a further aspect of the true and fall cost of the FDA wxtitlcation 
program that bears examination. This 1s the immense cost in technical man- 
power which, as estimated by tbe Comptroller General In his I%0 report to 
Cw~gress, amounted to Eb man-Fears in IP.9. An eMmate given b.r another 
wtnfxs ths week put It at IT+0 man--ears for 1961. Skilled tc:hni&ns are too 
*arc-z and FDA ueeds them rIse\There too much for it to continue devoting swh 
:i huge effort to the duplication of tcbtinp already done. 

It is of Merest to note that the abo~-e-c~ted Comptroller General report states. 
ou page 10. in rest%% to the fees paid for the FDA testing of antibiotics, ins&in. 
and wlors : 

“In the f&xl year JXQ, about 613.5 mill ion was ohligated for the enforcement 
Jwozram and $1.3 mill jon was obligated for the certification program. The rer- 
tiUcarion program was iinarwed by fees rece~red from users of the pen-ice.” 

For Ihe reasons cited in rn? statement and abore. me feel tbat guur commIttee 
v-111 do a great serrlce to the public welfare by limiting batch certification to 
the antibiotics that really need IL 

In order to expedite delirerg of this letter I am sending it only In triplicate. 
Additional copies will be sent next week. 

I thank son again for the courtesy of’Sour attention last Wednesday. 
Sincerely yours, 

hOTD C. Nn.ua. Ph. D, 
Director of Red&on 
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Antibiotics ia mrrent VW, rcith estimalr of need for FDA batch cwti~catim on 
bmid 01 state of purity, and the kind oj osaoy requfred 

Il.rmd U&P.. 0173dal In KAnfvd f3te.m Pharmucnplr: N.F.. 0dk-W b N~UonP Formakr~l 

of fulling into the wxonp. unauthorized hands. 
We frwiber feel that the nresent laws corerinn fartorr insnection adeuurlte1.r 

protect tbe consuming: p&c bF insuring ~bip&nts oi ~h&esome f&n p&- 
pared under sanitary- mnditlons. 

For the forepolng reason& we atgin place oarcelres on rword as being de!% 
nit&r onnwed to tbe lericlation in ouestion on which the Dublic bearinzs ~hicb 
bare-be& held hefore r&r commit& are being continued.~ 

While we do not ask for leare to sltpear before the committee pnonal1.r. at 
tbe continued hearings. we rewecffully urge that OIJ~ oppofiition to this Ml1 ap 
pear on tbe record. 

Res~oUy yonra, 
Ronesr Il. RCBEYSTU~~. 

Erecutfce Director and Gounael. 

Subject: H.R. 11581. 

HILLS Bsoe. Cof-ree Isc, 
fion Fmnci8m, Colif., June 14. 3.%X. 

Hon. ORZZ HARRIS. 
Chairman, House Commfttec cm Interstate and Foreign Commerce. 
Rovae of Representotices. W ’oshington, D.C. 

DE.~~I Z¶R HARRIB: As a part of tbe 0.8. food indufitrg. KC am deeply poo- 
remed over the ultimate eTTt of tbis bill prtwwtl)- under consideration. 
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The food indwtry frilly wlwcriber to the lnlnc~Il~le of cwmumer protectton 
LLS pm\-ided for under the ba?tlo laws with res1w-t to the Food and Drug Ad- 
ministration and partlcnlarly the mmpulmrp fartorF insptvtlon amendment 
of 19.3, which contlned thin peer to matters of ssnltatlon and eIwlflcally pro- 
bihited hurdcnsonw lm’estl~~tIons not iwtlwnt to the hash urinriplea inrolred. 

We take particular exception to “Title II: Claribcation of and Strengthening 
of Factory Inqection Aothurity.” which cboold be deleted In lta entirety insofar 
ss it applies to the food industry. 
Pomr bmic wadoe~ for oppcdtion 

(1) Unlimited lnspecfiou anthorfty la contrary to basic American Drindplea.~ 
(a) Since the nublie has not fwTered under prweut law. it 1s not necea- 

sax-y to sacrifice prlnriple for unproven gaLn. 
(3) Rewxrch and developnmt ~111 he retarded. since trade secreta and proc- 

esws would be subjwt to disclosure by Cowrnment Inslwtors whether de- 
llberate or inndwrtmt. 

(0) To wnntrr this. mnnufacturern would tend to sultch their research 
and derelotvueut ectirities to foreign countries at the exneufie of .4merScan 
industry add labor. 

(3) The c-t of thew types of inspections (Gorerumeat and industry erpeuee) 
~111 dltimately 1~’ l’assed along In the form of taxw and rest of gooda to cou- 
s*mers. 

t-1 1 Forciguprodured goods are not subjwt to the same regnlatlons and cou- 
-wqueotly enjoy a cumlwtitire advantnge at a time when American industry is 
being hard pressed. 

We believe tbnt under present law the .4merlcan cousumer is adequately pro- 
tected on foods processed in the I’nlted States. Furthermore, the consumer will 
gain the henefitn IIf improred l~rodnct~ at lrwer cost through research and dwel- 
olunent and fostering of compctitlce home industry. 

Since the T.S. food industrr is at a romletltiw disndrentage and the consumer 
in not protecttd in the same mnmwr or-to the same degree with foreigu food 
products. we feel that a real serrice could be rendered hy rcrierrlng that pnrticu- 
hlr phase of consumer protection. 

Yours wry truly. 

TEE R T. F~rnca Co, 
Rochcatw, X.Y.. June 13,296L 

Dcuz R&~ESEXTAT~VE HARRIS: We understnnd ynor committee will begIn bear- 
Inrsou H.R. llZis1 (druir and fartorr ln+rx?ctinn smendment~ to the Federal Food, 
I&g: and C&xnetic Avtl within a &ry &ort time. Although we are not able to 
.wnd a corporate othcer to the% hearings. we nevertheless feel our position on 
this amendment might be of interest to you. 

The relationship between reptAble gro~err manufacturers and the Food and 
Drug Administration has been marked for a long time by a cordial and mutual 
respst This is due to B rrwnber of rci~ns. among them the recognition that 
the zn tirlties of the FDA brneflt the Industry as nell as consumers. There baa 
also been close contact hetwen FP.4 and the industry at numerous conferences 
and through the independent Food Lnw Institute. n-e nre nt 8 total loss to see 
how the enforcemat of the Food and Drug .4ct will in any way be benefited by 
H.R. 11:&l. 

We hare FD.4 lnqectors on our lnemises at rerious times. We know of no 
hrctanre when there nn~ any difference of opinion orer ahat they could or should 
look at. They go ahout their business most col~ably. a=i*ted lay mrmhers of our 
attiff wheucrer nects~sry. 

The unlimited powers of inspection into personnel rewrde. complalnt flies, secret 
formuhw etc., :tlqrar to u-se to 1~ an wmccr%sar.r and conceivably hostlie lnva- 
aion of priracy by the Federal Government. This great nnthority could be abused 
br inerlwrienwd inspectors or by ones with a grudge against a pnrtlrulsr groCerY 
&:lnufarturer. 3Ioreorer. it would adrcrwlg affect the bcoetlclal climate in 
rvhich the grocery manufacturing industry and the FDA Optete. 

. 
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Nest rnnnufactnrers hare the ImpressJon. warranted or not, tbat H.R. IlsBl 

wa8 wrltten more for its politl~al su1aWit.r 3s a suppo.& conetuner aid than for 
nnS pmctlcsl PUrJ’ose of lnryror log the effidency of FDA enforcement or food 
product quality. 

Sincerely. ‘> 
c. R. Yotmo, SCrrelOry. 

Lmn, NcNaxu. & LXXIY. 

DWB 31~. Can~~vax : Libby. IcKeill 8 Libby has been engaged In the pnxle%b 
iog of canned foods for almost 100 years and now also operates fadlitiea in tbe 
IUortbwesf Florida. and on the east coast for the freezing of fruits and vege- 
tables. It is one of the world’s largest suppliera of a dlversitied Une of canned 
and frozen foods, with processing facilities located throughout the mainland 
and in Hawail, and with ertenslre plaat facllitiea lo foreign conntrlea. Its 
domestic and foreign-produced products are marketed throughout the free 
world. 

This rompan? has over Its long history consistently supported the IQ@3 Food 
and Drug Act, the enactment of the Food, Drug, and Cosmetic Act In 1938. and 
tbe sereral amendments to tbst act, tbrougb tbe Katlonal Canners Association, 
representing substantially all of the A’ation’s producers of canned frnfts. vege- 
tables, meats. specialties. and seafoods. 

XVe rrisb to voice our rigorous objections to the enactment of title II of HB. 
11X51 and strongly endorse the derailed statement of oypositlon submltted by 
tbe Sationnl Canners Association on behalf of its memberehir, on June Zl. 1962 
and tbe oral presentation made by the nssociatlon’s general eonnsel, I&. H; 
Tbomes .4u&ern. The SC.4 statement sets out in great detail the many sub- 
stantial reasons for our opposillon to this unwarranted demand for incrensed 
authority on the part of the Food and Drug Administration oYer canners and 
freezers. There is no country in the world supporting a blgher standard of 
esthetic ralues lban the United States, and nowhere is there such a plentiful 
supl)ly of rrholesome. quality food products tban is prepared in this country. It 
is our firm conviction that the increased insnection autboritr souzbt under this 
bill is n-hell? unnecessav and no reasonable explanation 6s be& advanced to 
support the suggested amendment of section iO4 of tbe present Food. Drug, and 
Cosmetic Act. 

The unprecedented nutharitg granted under thla proposed bill to search the 
property and records of the cnuners and free’zets raises. In our view. serious and 
subztnntinl doubts as to its constitutionality. 

Furthermore, we believe It is certain to follow that broadened antbority will 
be accompanied subsequentlp bp demands for more inspectors and increased 
budgets for FDA-all at a time aben we bare long since reached the point 
where the resting of additional controls In Washington which are patently M- 
necessary exceeds both good judgment and sound practice sod tbe people’s ability 
to meet tbe Increasing tax burden. The hearings before tbe committee, we are 
confident, will not produce testimony in support of any demonstrated need for 
such further control and. in the absenct? of concrete evidence to tbe contrary, the 
request for broadened inpl*ction authority should be defeated. 

The Food nnd Drug Administration, as has been pointed out for tbe record, 
a1rend.v possesses amI)le powers of in.cpection and investigation which are in 
every way adequate for the protection of the public interest. Tbe present lan- 
guage in section io4 proriding for mandatory factory Inspection was carefully 
considered and adopted onlp after extended congressional deliberation. The In- 
ter7’en!ng rears of long experience with that section has served to amply con- 
firm the decision made at that time. 

The requet for broadened inspertlon authority over foods will neither serve 
the purlm<es aud objectives of the Fo6d, Drug, and Cosmetle Act, nor make enY 
constructixe contribution to the progress the food industry has shown under the 
present act. We stanrbly support the statement submitted by the National 
Connrrs Association rind ask that our v5ews likewise be made a part of the 
record. 

SlOcerelY. 
ROREQT L GIBSOA, Jr. 
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-lux, SPICS ErrMcrron co, 

Hon. Oanff 5a. 
Kalamazoo. Yich, July5,lSSt. 

Chairman. Committee on Interdote and Foreign Commenw. 
Eouae of Representatioce, Washington, D.O. 

Dcas ME. H~nnrs: This letter concerna provlaions In ELI& 11581 now pending 
before your committee concerning permission granted to Inspectors of the Food 
and Drug Adminlstratlon to examine all records. papera, ete, of food mana- 
facturers. In particular, my letter is addressed to chapter 7, section 704(a). en- 
titled “Factory Inspection.” This is on page 15 of the Ramseyer privet 

sly company la actively engaged in the processing of spices and other condf- 
merits for use in the food industry lo the United Statea. We bare supported inso- 
far as we could the food additive and color additive amendmenta, and were one 
of the first firma to have a food addlttre amendment issued We are in sympathy 
with the objectives of the food and drug regulationq which are now in existence, 
86 n-e11 as with the objectives of H.R. 11581. 

Ke feel+ however, that before the broad powers of examining records, papers, 
research work, etc., are granted to inspectors of the Food and Drug Administm- 
tlon. an overwhelming case should be made for the unsatisfactory operation of the 
present provisions for factory inspection. X’eedlesa to say, violations of the law 
are now taking place which would be prevented If these powers were granted to 
food and drug inspectors, but I think it better to allow these violations to con- 
tinue through difficulty with enforcement of tbe present act, provided there Is not 
serious danger to the public health, than to increase the authority of the Federal 
Government to invade hitherto private areas of personal and business life. 

It is my opinion, based on experience with the controls and objectlrea of major 
food manufacturers in this country. thnt products are not Incorporated loto foods 
Rhich are injurious to the public healtb on a significant scale, and never know- 
ing’y by responsible food manufacturers. I do not belleve that the factory in- 
spection prorlslons rrould significantly impair the operation of most food mano- 
facturers, but would make It more difheult for some of the marginal operators to 
do That ther tire now doing. The danger of revealing processes and secret 
formulas tan v41 be orercrcirhasieed. ac it has been my erperlence tbat little is 
rer~ Cc-cret in food industry. 
of a few gears. 

Particulnrlc, secrets are usually lost within a period 

The important Issue, therefore, in our opinion, Is rrhetber or not further fn- 
curz~on by--the Federal Government into vrbat has here been considered private 
affairs of indiridunls or corporations shou!d be encouraged. It is my understand- 
ing that it is po%ible for Congress to suhpena any pnpcrs of anr corporation j.f 
they so desire. in connection with an inrestl;utiun. oud it is my be-licf that similar 
seizure of mpers could be effected by sgents of the Gorernment under court 
warrant Althoush this would be too cumbersome a procedure for day-today 
reznlntorr control, it nevertheless prorldes an avenue for investigation by your 
commlrtee as to whether or not the inspection powers are necessary and in the 
public Interest. 

It is rllra?-s easy to attempt to control an alleged e+fi by enacting a restrictire 
law, and suyh a law may indeed e!iminate some of the erii. In our free society, 
n-e muzt decrde how far we should restrict the freedoms of indirlduals to prevent 
the unc(hic?l person from taking adrnntsge of others. I should prefer to have na 
err on the side of too much freedom, rather than too much restriction, and this is 
vh\‘ 1 hehere that modifications of aectlon 704 should not be made unless ar, 
orer~)whin6 case has been prepared Indlcatlng tbe absolute necessit.v. 

1 should aPPn?dte SOUT hcorporatlng these remarks In the record of tie corn- 
mittee if possible. 

Very truly yours, 
PAUL IT. TODD. Jr.. 

President. 
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DEAIZ Caaramax Eapars: I am writing concerning E.R. 11581 md SpednaRy 
t0 emress the SetiOUS refETVatiOnS this rU3~C~iatiOD has about &z&On I% &  ti 
bill dhich involves advertising. 

ASh does not have a primary Interest in the PreacrlptSon drng;or any othe 
vertical industry as such. Its concern la to preserve and advance sound. e&c- 
tlve. and wholesome emnloyment of national advertI& nroceaaea for au Ameri- 
can business. 

A M A  Is strongly opposed to the principle inherent in se&on 331 of H.R IXSl 
of automatically requiring by legislative or agency mandate the Incorporation 
or any lengthy statement into tbe advertlaiog of a given product 

Adrertlsements are, by their nature, unavoidably tilted ln the space or 
t ime available for communicating their messages. The smaller the advetiaer. 
and the less money he can devote to advertising. tPe more curtailed will be the 
Dhssical boundaries within which he must onerate. 

There simply Is not the time or space In print or broadcast media for an ad- 
Wrtiser to set forth ertensire dissertations concerning hla product Or setilce 

To require that he do so is. In effect, to forbid him Zrom adrertising at alL 
The smaller the company, and tbe less Its ability to invest In long commercIala 
or large space advertisements, the more edectirely would it be barred, by regula- 
tory requirements for aflirmatire disclosures, from using ad-iertlsing In Ita com- 
petitive efforts. 

The law in Its present state already protscts the public against an advertlser’a 
failure to disclose those additional matters which need to be stated In order 
to prevent deception from arising out of his claim and no further legfslation L8 
needed for that purpose. 

In this conurc-tion our attorney remirlcls me Of the followlng section of 
!\‘heeler-Lea Act: *** l l in determinlng whether any edrertlsement (of a food, 
drug. deric-e. or cosmetic) is misleading, there shall be taken into account (among 
<*tber things) not only rcpresentatlons made or suggested by statement, word, 
design, derice, sound, or an7 combination thereof. but also the extent to whlcb 
the advertlsemcnt fails to re~cal facts material in the light of surb representa- 
tions or material with reswct to consequences which mag result from the use 
of the commodity to n hicb the advxtivmcnt relates under the condltfons pre- 
scribed in said ndrerti*rweots, or under such conditloos as are customary or 
wnol” (Wheeler-Lea Act of March 21, 1X335. 32 Stat. 111. 15 U.&C. 55(a)(l)). 

These illustrative ca.ces brought under present law, probfblted deception 
created by the ndrertisers’ failures to disclose important matters In connection 
with their adrertised claims (Word LoboraZor~‘es. 1~. F. F.T.C.. 276 F. 2d 952 
(2 Cir. IWd) ), (1Tytront Fy8tem Prdvfta Corp. Y. F.T.C.. 2frF F. 2d 5i1 (2 Clr. 
1939) 1, (‘5. r3elk L BON. Inc. v. F.T.C.. 191 F. 2d 9.74 (7 Cir. 1951)). dmcricua 
Ucdirlnal Prorl~ta Y. f’.T C., 136 F. Zd 426 (9 Cir. 1943)). 

Section 131 rrorlld go further. horeqer. It would impose npon sn advertiser. 
crew M W  who might n-1Fh to publish no more than the brand name of his product, 
the ohligation to set forth fn his adrertlsement virtually a textbook- cbeper 
descrihinc all the conditions for which it n-ill (and will not) he efficacious. Iti 
side effects and its contraindicatlonc includin& ae suppo4 i’tull and-a’&& 
mtr”). all erceptionnl, rnrlant and qoolif.rlng circumstances and lndoendng 
factors. 

.%dmlnistered as written, this would, as a practleal matter. make impossible 
all small space pre~vri~~tton drug ad\-ertlsements. and almost all large ones. 

Extended to nonprevription drugs. or to PirtuallF any other products. arhi- 
trarils comnelled recital of detafled nroduct 6ueciAcatioos aithln the four corners 
of a r&t a&ertisement. or in tbe 1’0. 20. 30 or (at most) -60 seconds of a broaQ 
cagt commercial. would fntollr restrict the uce of the adrertlslng process aa such. 

Adcertisemerlts are phyiaicallJ- not equipped to serve as product man als. 
1 Legislative or ndmlni~tmtire efforts to impose that function up”a adTert1 In& 

could not be complled with and. hence, ultimately could only force its abandon- 
ment. 

For these reasons the ASA is deeply disturb over tbe underlSfng concept 
which. so far as it knnrrs. appears fnr serlour legislatire ixonslderatlon for the 
first t ime Jn section 131. 
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If adrertisiag apaw and time can be preserved for the communfcatlon of bri& 
messages. deaigued to engage the iuteat or stimolate the recollection of mten- 
tial customers in the adrertiser’s product. and if detailed spec~flcations, aa desired 
bp the purchaser. are available tbrougb labeling, product brochures, or other 
more suitable media, the Iwblic will be adequately protected. and adrertleing’a 
indlspnsable stimulanf el?ect upon American commerce, and its comptltloe aid 
to the UP%? of the fimall print advcrtizemeuti am3 spot commercials in entering 
and remaining in the national marketplace will not be put into a straitjack& 

Sincerely yours, 
. Pa-maw. ALxPcmT. 

-. 

JIaxarAmuar~o CREMI6T6’ A66wnATIOR. INC. 
Woxhington, D.C.. August YJ, 196% 

Ckairmcm. Coanmittcc on I~rtcrstate and Foreign Contmercc, 
U.S. House of Rcprcaentulioea. Washington. D.C. 

DEEP Ma. Cn.ua~.ras : Tbe .Unnufacturing Chemists Association, Inc, a trade 
association with * membership reyresenting more tban 90 percent of tbe Sation’s 
cbemlcal productivity. is wneerncd with the sweel~ing new factory inspection 
prorisons of H.R. 11X%1 uow Iending before your committee. These provisions 
are found in sections 201 and 202 of the bill wbicb would extend the existing 
factory iuspwtion authority lu the Food, Drug, and Cosmetic Act to include 
records and all other things in affected fartories bearing on violations or poten- 
tial rlolations of the act 

Our analysis of these provisions has bran conducted solely in terms of their 
jmpnct on our member companies who manufacture food and food additires. 
As to their impact on manufacturers of drugs, we defer to the views expressed 
by the I’barmac~utical Jlanufacturers Association and others more intimately 
concerned with that aspect of the matter. Thus, our interest invokes the new 
fnctorr inspection Inopoenls as they related to food or, more partirulsr~, to food 
additives. 

Our concern centers on two ahpects of the lwopoced additional lnsmion 
autbor1t.r : 

(a) Tbe threat to confidentiality of trade secrets. research, pricing and 
sales data. alld personnel records of individual employws. 

(b) TDe constitutionality of such sutborization of unlimited inspectlou 
for purpose of ulrcoovermg evidence of riolotions or “potentin riolations.” 
In possible dcwgation of rights o,oair x uoreasouable rearcbes and seizurea 
gwrantwd br the fourth amendment. 

In the abl;mre of a clear sh*nvmg that the Food and Drug Administration 
must be given such snvpiug authority to protwt the lmhlic health. the wisdom 
of grunting such 19roncl iu>lwxtwn IM.n\ers P bould be npeeu to serious doubt We 
belie\-e that rerien of the testunonr in the= hearings and, in fact. of all events 
stnc-e the 1%3 atwudmeuts to the Food. Drug. and Cw$mrtic Act, would dem- 
onstrate no cu& need. 

In view of the passage by the Senate of S. 1532 restricting these new inspec- 
tiou powers. with aplrropriate limitations. to manufacturers of prescription 
drues. it would seem nrwrovrinte to modlfv sections 201 and 202 of H.R. Il.581 - -. . . - 
in a similar pattern. CertainIF. the imposition of the proposed unlimited in- 
spectiw outhot-lty without nclrqrlnle demonstration of need. at least insofar as 
manufacturers of food additires are cowerned, seems unwise nnd unjnntifled 

On b4nlf of the Mnnufacturinji Chemists Association, I. thewfore, ~tron@g 
urge tbnt food ond food additives be rrtluded from the fsctrlrr inqwtwn pro- 
riaon.s of R.R. 11581 uod would appreciare Four I,lncing this letter In tbe record 
of tbr bearings so tb.lt our views c:tn be grren most careful consideration by aU 
mtmhers of Tour committee and of the cOngres& 

Sincerely. 
.I. E. Hvu- 
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fclr creJlturie> We hare not a single ca.se on record, having been in business for 
over 20 rears. where the rm-fume oil which n-e sumlied to our manv cu6tomers. 
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White Plains. NT., Aupvri 28. i lk%. 

tion anned at restricting clinical and sclentiflc appraisal of amgs in an effort 
to reduce incidental hazards. Although tbe aim of such le&datioa may be 
laudable, there Is great concern on my part, a8 well 88 that oi fellow scientitli 
that such restrictions may unduly hamper medical progress and have the PIti- 
mate effect of impeding the attack of medlcfne on many diseases. The raseic 
tions imposed by tbe present legislation. bad they been ln et%?& 20 yeara ago, 
woold have reduced or made imrxx4ble the avallabilfty of sntiblotica and NW- 
t&one-like substances. 

AwordinglF. It is requested that these matters be consIdered In actlcm upon 
this bill f S. 15521. 

Very truly youra, 
Anraorm k Auunum. 

h’orth Bergen, NJ. August e8. 19tit. 

Chairaaan, Rouse Inferelate and FareiOn Cammer@ CornmUtt% 
Houee Ofice Buildnag, Waehinotm, D.C. 

DGIB VB  HAsaw.: Please permit us to go on record tbat we emphatically 
support and agree with tbe statement made by Mr. Frank F. Dittrich, president 
of the Esseutial Oil Association of U.S.A.. before the Eonse Committee on 
Interstate and Foreign Commerce, relating to H.R. 11581, which Is noav beIn 
reviewed br rour committee. 

It Is out candid opfnion tbat there $8 no historical or Talid reason to support 
the need for factory ~uspevtion of yrrfume oils used in products for external 
application only. 

Tltc lifeblood of our business Is the formulas for. the maklng of fragrancea 
developed by us coutinuously, and having their roots to tradftiOn6 going back 

even remotely could be bl&wd for harm to the hugan body. On &other band; 
luirw cxpowd to a possible violation of secrecy through factory inq+xtion. could 
jeopardize the very basis of our business to which we bare dedicated ow whole 
life. and on which depend innumerable numbers of people for their lirellbood. 

We feel this is tbe esseuw of our objection to H.R 135Sl. and the more 
elaborate exposition by Mr. Dittrich before your committee. should wrely con- 
rince you of the justification of our stand. 

Respectfully submitted. 
b G. Nrcne~am, Preridtxt. 

Comtnittee on Interrtate and Foreion Commerce, 
VS. Bouse of Repreaentotines, Ti’aahington, D.C. 

hlr D~aa 31~. WIL~MSOX: The Food and Drug Admlnlstration’s grasp for 
added author1t.r to inspect pawrs. files, books, and records In food plant o&en 
as rontalned in H.R. I%$1 should be rejected. 

The requested expansion of so-called factory inspection authority to Dennit 
FDA inspectors to r&nma:e through business records In food plants has n&hlog 
to do with current nrohlems in the drua field. Efforts are beinc made to ride 
the unhappy results-of the thalidomide episode to secure enactm&t of ~rmecea- 
snr]’ and utnisr legislation haring to do With papers. boc~ks, and records In dairy 
aud other food establishments. 

Title II of 15-R. 11591 n hlcb has to do a-irh factoF Inspection should ix db- 
approved hy the House Committee on Interstate and Foreign Commerce because 
jt Is unnecessary and unwise. 
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Authority to inspect buslnesa papers and records of food establlsbnmjts IS 
not neceaeary because the food wppllea of the United States are the pare.&, 
safest, and most nntrltloas in the world 

Added aatborlty b Unnecessary because under &sting law food and drag 
inspectors : 

(1) May inspect the food plant and all machinery and eqolpment bear- 
ing on SanltaMon ; 

(2) May inspect all lngredlenta and tilsbed producta, manufactaRd h 
tbe plant : 

(3) bfay take samples of raw materlala and 5nlabed prodocta for an&y& 
Cal DUrDwca ; 

(4) Map lnapect all contalnera and packarring material ~aed; 
(5) blay inspect all of the labela and labeling mate&l: 
(6)hfag demand sblpplng records from carrlera or from persons boldlog 

products ln question in clvll proceedings and may use tlmebonored court 
processes in criminal prosecntibns. 

Added authority to the Food and Drug Admlnistratlon to inspect papers, 51% 
books, and records is anwlse. Coog~ess ltaelf. in enacting compulsory factory 
lW%CtlOn in 1953 stop@ at factorr inspection, and the House comrnlttee er- 
plicitly did not autborire business records Inspection. 

Added authority to inspect papera and 5Iea in food establishmenta is unn~se 
becaUSe: 

(1) Based upon “potential” vlolatlons it constltutea a “dsblng license” 
(2) Under the 1angUage of the legislation private, company formnlatlons 

(trade secrets) are not protected. 
(3) It Kill fail of its purpose because fl.r-bg-nlgbt operators who aoald 

engage in wlllfal adalteratlon would not he expected to keep records. 
(4) It is believed that tbe provlslons of title II cannot be reconciled with 

the prohibitions against unreasonable searches contained in the fourth amend- 
ment to the Constltutlon. 

(5) And dnallg, even tbougb title II was held unexpectedly to be con. 
stltutlonal, tbe legislation sanctions an eroslon of the rlghta of citins ahlcb 
haTe been enjoyed since tbe founding of the Repnbllc 

Respectfal~ submitted 
T. 0. HOPYM. 

Ron. O&Qn Hirmxq 
Rouse of Reprcsmtcltfou. 
w“dihQtC9,, D.U. 

New Fork. ??.I’, AUQU~! $8, 196% 

MY DEAR 31~ HAERT~: I hare deliberated a long time before addresstop mp- 
self to your committee, as the lateness of this communication testlfles. I am 
most coutldent of the wlsdnm of decisions reached by a caretullp conducted 
lnrestigation of a congressional committee. Hoverer. I am apprebenrfre of 
amendments to proposed le@slatIon which mag arise from emotional reactions 
that hare little bnsls in fact. I would therefore Ilke to outline to $00 some 
of rnr thoughts that relate to procedures for the mntrol of the 1ot~oducMon of 
new drags. 

Refore proceeding, let me state my qualitlcatlons for the opinions I am ahnut 
to exprev I hare been an acndcmlc pharmarolozist for 30 years. lh-iug 
that time I haye heen on the faculty of Tale and Columhin and vrwmtlg am 
chalrmnn of the department of pharmacolo~ at the Albert Einete\n Colleee of 
?Jedlrine. l%rfnr the war yenrs I was s mrjnr in the -4rmy. I?nited States 
and srrred RC chief of the pharmacolo~ section of the Medlral l%rlFion of the 
Gbemlcnl Wvfnrr SWX-ice. I was a member of the InreMentinrr team 
that lntrodn~d the use of the hfzhlp toxic chrmlcsl warfare acents, tbr 
nltrwen mn~tnrds. for the treatment of hamnn cnnwr. I wss a member of 
the flrt nhnrmncolnrrS and experlmentnl therapentica stnrlr ~ertlnn of tbe 
U.S. Pnbllr Health Perrice nnrl ~uhceqr~ntlr Fervd t-wn ndidtional terms. one 
89 chnlrmnn. 1 nm cnnnthor of 8 widelr uvd teTthmk of pharmnraln- rml am 
n nn=t nrrMrnt nf the .Qm*rirrtn %rirtr for Phnrmnrolo~~ rind Exnerlmentnl 
Thwrarrentim.. 1 nm pr-mtlv R mwnher nf the Phnrmarolnn TrnMinz &mmlt- 
tee of the l7.S. Public Health Srrrlce and a mcmher of the executlce committee 
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of the DlrIslon of MedIcal Sciences of the X’atlonal Research Council. Dnrfng 
the past decade I have also bad close contacts with pbarmaceuUca1 Industry as 
a consuitant 

Lastly, before proceeding, may I say that although I respectfully request 
that my opinions be Incorporated In the record of the bearlags of your com- 
mittee on H.R. 11581 they are being addressed solely to you In your ofticlal 
capacity. Indeed.1 do not ask to appear to testily for there is Httle that I can 
add to my following remarks.. 

One of the greatest achievements of modern medicine has been the progres~ivc 
increase in life expectancy. This has often been coniused with a change In life 
span. Sothing could be further from the truth. The potential span of life is Httle 
or no different than in bibllcnl tImee. It requires mil lenniums to change the 
genetic characteristics which InerItably rwult In death. 

However. life erpectsncy has Inrrensed tremendously and more and more of 
our population can look forward to the enjoyment of their full life span. Many 
factors hare contributed. One of the most significant relates to imJmoved nre- 
natal and early postnatlll care. 
importance. 

Advances In nutrition hare also been of primary 
The science of lmmunolntrr has made outstandinn contributions to 

public health. In recent years. howerer. the major innduence rn the increase in 
life exJwttancy has resulted from drug therapy. The greatest advances have 
occurred in the field of Infectious disease but it is becomlng more and more ob 
rIous that metibollc diseases. degenerntlre diseases. mental diseases, and even 
malignant diseases may soon be treated with equal success. 

This achleren~ent Is a matter of record. It has been accomplished by the com- 
bined eflorts of basic and annlied research In the enrlronmrnt of academic and . . 
clinical medicine and Jvhormaceutlcal industry. According to the testlmong of 
some, we are rashly decimnting our population by the hasty Introduction Into 
therapy of new drugs that hare been iuadequately studled In laboratory anlmala 
X‘othinc could be further from the truth and actuarial statistics belle It 

During the course of any major medical adrnuce there Is a small mlnorhy that 
may take adrautnge. But this does not apply to the ethical pharmaceutIca1 
laboratories that hare made such Important contributions to current progress 
I could cite many examples from my personal experience where the cautious and 
conservntire attitude of phnrmn~euticnl Industry has delayed tbe clinical trial 
of drugs by months to years. These responsible members of pharmaceutical In- 
dustry u-ould welcome reasonable legislation to protect them from the onus cm- 
stcd br thoF:e n ho are 1~s dedicated. Hoverer. leni~latlon which inmoses restrlc 
tions on an area of medical research which has made such a major-contribution 
to publx health cannot be constructire If hastily considered under circumstances 
when emotion conquers reason. 

The problems relating to the cllnlcal trial of drugs are legion and cannot be 
adequately met by blanket IegJslaUon. Permit me to cite just * few example6 
Preliminary inrestigations In a few selected patients by erperienced cllnlcal 
pharmacologists renresent an enrlr stage of drua derelonment. Most drugs fall 
to bass these earli tests, occasiodally because <f uner&cted untoward effects, 
but more commonly because of lack of efficacy In man. To impose severe restrlc 
tions on the early testing of candidate therapeutic agents by experienced InvestI- 
gntors in a research environment could hnlt progress In the field of drug tberapy. 
Of course. precauctions must be taken and careful animal testing must be per- 
formed before these initial clinical trials. but thev need not and indeed cannot 
be as elaborate as those necessary when ‘more eriensire clinical testing is con- 
templated. Finally, when a drug is to be giren to thousands of patlents, but still 
on a trail basis. the precautions must be just as great as those exercised before 
the release of a drug for general we. So ethical pharmaceutical company would 
take excelltion to such re~rrictions since ther are already self-imposed.- 

Another nmblcm nhhh must hr rnrefullr considered before blanket restrlc 
tions are placed on tbe clinical teQinc of drugs relates to the serJousness of tbe 
diswse xvhich is being treated. A drug to be tested In the treatment of cancer 
may hare serious tozrc effects In nnIrnnls nnd yet be acceptable for clinical trial 
in man. On the other hand, no serious toxicity can be tolerated In drugs that are 
emJllo.red for minor symptomatic therapy. 

It is obrious. therefore. that 1eaisl:ttion directed toward the control of clinlcal 
trinls of drugs in man must be convdercd most carefully lf the brilliant progress 
thnt has bwn made in ~harmncothcrsuy owr the past cererol decades and which 
hoc contributed so much to the health and welfare of the h’atlon Is not to be 
Jeopardized. The ncrr regulations relating to the clinical trial of new drugs 
proposed by the Secretary of JJealth. Education, and Welfare are well conceived 
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and offer orotcctlon to the Dublic. Sixty davs are provided to conalder o~tnlons 
expressed by ecademielaas~ physl&ns.- ph&macet&nl industry and other in- 
terested persona. Surely Jf regulations are so carefully considered. Icglslatlon 
should be no less bastv and should result Zrom recommendatlona of a carefnllv 
selected acientltle &dg committee reporting to a congressional cornmitt&. 
There is no crisis in the offing that could result in any more serious consequences 
than legislation that is designed to promote public bealtb but would have the 
opposite ctTect because of hasty judgment. 

Finally. I am concerned that for man- years In the future the objectivity of 
the dedicated per-some! of the Food and Drug Administration 1s bound to be in- 
fluencred by the thalidomide tragedy. I have recwtlg addressed a letter b 
Secretary Celebrezze expressing my thoughts on this matter. I am enclosing 
excerpts from this communication tn order to aroid some dupllcntlon of my 
above remarks and respectfully, request that they be incorIarated in tie records 
of your cmnmittee. 

Very truls mars. 
hrsa~r, GILMAX. Ph. D.. 

Professor and Chairman. 

You haye assumed hour responsible otiice at a time when dedsions relating 
to the control of ne\s drugs are apt to be made on an etnotional rntber than an 
objectiw bums. The glaring publicity focused on the drug industry as a result 
of the hearrnns conducted bv Senator Kefaurer counled with the unfortunate 
outbreak of &ocomella f&n thalidomide has created an atmosphere that 
borders on h.wterin. Therefore, decisions made at this time are rery apt to 
be ultraconservative. 

There is an aspect of the approre! and release of new drugs that ls being little 
considered rn the present climate. The dec~siou not to release e candidate drug 
whfch later prows to hare uwxpected toxicICy lends to deserwd praise for 
tbow reslnwzible for the judgment. Howel--cr. tbe decision not to release a po- 
tentlal therapeutic agent may nl.w hare de!-astltiop rffecrs on public bePIth. 
In fact, “the drug that wasn’t there” may be a greater tragedy than one which 
Causes uneqwted toricit2. rt is mr t*nwrn that the pendulum mey swing to 
such on owrcautious attitude thnt the number of “drugs that weren’t there” may 
grow so large as seriowly to impede the lmwrtant wntributlons that pharma- 
cology can make to medicine. 

1’1~~ do not infer from the ab0T-e remark that I am recommending a laissez 
faire atrltude on the part of reswmsible gorernureotal agencies. Careful toxic- 
ity studies should be demanded l&ore any drur is gireo to man. More strlugent 
toxicit? studws are needed nhen a drug goes from initial clinical trial inrnlring 
small numbers of patients under the care of trained and experieuced Inrestiga- 
tors to a more extended clinics1 trial incolring a lnr~e number of patients under 
the care of prattiting 1)hysicinns. Rut eveutuall~ the final declhion to release 
a drup must be made. It is my opinion thet the decision could lect be made 
by a group of qualified experts. 

&fore the Department of Hwlth. Ednotrion. find Welfnre cupports a re- 
search project costing R few thoownd dollars. ir I< twjewed bc a stud? section 
and rouneil. Hut the dwi4on to release a nw~ drug Is 111rpcl.v the resl~nsibllitp 
of one indlridwl. IIon rinlple it \r~~uld be to wt up rericw board< of highly 
aunlified indi\idoalc to net in nx adricctm mrsncitr to the Food and Drua Ad- 
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AdminIstration. The adrksory opinion of a mane1 of experts would do mncb to 
eaw? the burden of ~leclsioo and help distribute the respoonafbfllty. 

I tnrM the abow remarks will merit yonr consideration 
vcrp truly ,onr& 

AISBW GLLXM. Ph. D, 
Proferem and Chai- 

Re H.R 11581. 
Hon. Oam H~sprs. 

New Fork, N-Y., Augvrt 20, 194X. 

Chairman. Commiltee on Interatote and Poreipn Corn-, Eouoe of Reprmm.t- 
011cc1. Washington. D.C. 

DEAR >IB. CHAIRL(AN: The Drug. Chemical h Allied Trades AFsociatfoq Inc, 
ie a Sew Tork nonprotlt corporation. It represents almost 800 firma located 
throughout the Vmtrd States. These member firms are enaaned in the maon- 
facture. distribution. and sale of drugs, cosmetics. and chemicals. and in the 
SuPPlP of essential materials and serrices to those industrlef. 

Our association believes that the existing provIsions of the Federal Food. 
Drug. and Cosmetic Act hare worked well in practice. We are not opposed. 
ho\vever, to char~gw in this act n-hich are desirable from the public health stand- 
point, and whx’h do not impose unwarranted governmental control over the in- 
du’;trles whwh are subje<t to that act. In this letter, we should like to ret 
forth our rle~-.s OD H R. 115Sl. and n-e request that this letter be made a wrt 
of the record of the hearingson that bill 

TAB-r A 

Our association has no objection to an amendment of section 501(a) of the 
Food. Drug. and Coqmetic -\ct (hereinafter called the “a+~~‘) so 86 to cause a 
drug to be adultcrated if the methodr facilities, and controls used for its Mann- 
farlure, procrzmg, pnckinz. and holdmg do not conform to current g& marrw 
factturing practiw so as to akcurc that the I-ug will haTe tbe identity. strength, 
quality. and purity that it lmrports to have. 

We submit. hwer-er. that the test of K-hat constitutes such “current good 
manufacturing rwar’tice“ io any civ-rn situation should be an obfectiw ooe. 
and should &.left to the courts- for determination. The test shouldv&t be ii& 
to aclminirtratixe determination by tbe Scyretdry. This xvould create the very 
real pocsltlility that Imlroremrnt~ in manufacturing and packaging methods 
and techniques n-ould be srriouslr retarded br a regulatory straitjacket. 

We would nrge that “perwnnrl” be deleted from section 101 of the bill since In- 
di\-ldual w~upetence can 001.v be judged by a long and close observation. It is 
our belwf that any attempt. through regnlntions to standardize the qualif~ations 
of the rarious personnel engaged in the manufacture and control of drugs would 
produce uo\Tarranted burdens for industry and produce serious Injury to the 
careers of indiridnals. 

We would recommend that sub.wctions (ii) and (ill) of wctlon IO1 (a) of the 
bill he de’eted since their precise meaning is unclear. Furthermore, the apparent 
subject matter of there two sut)diPi+ons Is already adequately covered by other 
wctloos of the act, particularIF section %X!(J) and the full prorisions of sectlon 
501 and 502. 

Our n~wcistion hrlleres thnt the exl+iug deflnltion of %C.R drug” IS sdeqoatr. 
and that the l~rop’osed aulenclutent thereto should not be adopted. 
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We submit that It Is basically unsound to put FDA in a position to deprive the 
medical profession of newly developed drags oo the basls of that agency’s views 
as to the eUwtJveness of soch drugs. This is particularly 80 in Flew of the fact 
that physiclaos ~111 often differ as to the effectireness of a particular drug. If 
a drug Is safe, aod there is substantial evidence of its etEcacg, the medical pre 
fession should not lw deprived of the avaiJabJ!ity of the drug. Accordingly. we 
would hare no objection to a rev&Ion of section 505 (a) and (d) of the act, whlcb 
would allow FDA to refuse to mnke a new-drug application effectire if the appll- 
cant has failed to submit “substantial,” though not neczsarilg preponderanf 
evidence that the drug has tbe effects which he claims for Lt. 
Record8 and repwis 46 lo ezpmience on nelo drugs. awtion 10s and JO6 

Our assocint,on Is not opposed to an amendment to section 505(J) and 597(g) 
of the act wbicb would provide FDA with clinical information, respecting drugs 
corered by effectll-e new drug applications or antibiotic certificates or releases, 
of a kind reasonably needed by it Aoy ameodment to accomplish this. however, 
should require that the prowding of such clinical information should be with 
due regard for profewonal ethics and should limit its review to licensed pbysi- 
clans. To cotnulemeot such a orovision. FDA should be oblicred to uroride to 
tbe mnnufacturhr chnical information obtained by It 

As to the propo.wd amendluent to sections W(i) and 507(d), however. our 
association feeh that such ameodmeots are unoecessary. The existing provl- 
sions of those two sections are entirelv adeouate to deal with the subject of 
chnical inrestigatious. As you know.-on A&ust 9, FDA proposed eriensive 
new regulations covering such investigations. Those proposals are based on 
the authorit? contlined in section 505(i) and 5007(d) of tbe act Industrp ia 
currently studSing those proposals. 
Procedural changed (18 lo new druga. section lOJ(a) 

Fe submit that it rrould be a mistake to require FDA to approve or dla 
approve new drug applications rather than to permit or refuse to permtt them 
to become “effective” as Is presently the case. Such a cbonge lo FDA’s function 
could wry well result in undue caution on their part resulting Ln extensire 
delays in the arallabiht of newlv dereloued draw. 

The proposed rerision to sectibo 50)3(a) of the act in practical effect, relieves 
FD.4 of any obligation to decide, mithio a given pcrlod of time, nbetber or 
not to permit a new drug application to become effe?tire. -4s a matter of fact 
FDA could let 1fKJ da.6 “ass n-Jtbout even lookine at the annlication. and could 
then gIre applicant t&&e of a hearing on the-vague g&God of kbetber bls 
appllcntion is “spprorsble.” ?.loreowr. FDA would he under no obligation to 
eren commence such a bearing within any particular period of time. In our 
Tier. the exiqtinz provisions of 505tc) bsTe worked ~~11 in nractice and should 
not be c hanged o&r than to increase the initial period for &.tion by FDA from 
Go to 90 days. Comparnhle mandatory time periods for review are already 
contained in the pesticide amendment (FCC. 406(d)) and the food additioes 
amendment (sec. 403(c) ) of the act and thrnc pror-isions serre a$ a morthwhlle 
precedent for continuing the existing time prwisions In section 505(c). 
Additional .vortwi.r for withdrorro~ or suxy,rnnion of opprorol of nero drug 

aj,plwntinns. rcctmn lOA 
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Tbe prorlsloo of the bill which would authork emergenc-~ ~uspeasloa, prlor 
to bearing. lo some situations should also not be enacted since we are not aware 
of sup situation n-herein other remcdles bare not been adwpmte to termitrate any 
InmedIate public 1walt.b threat. 
Cerii~lion of all onliZ&tics. seclion 105 

Our association Is opposed to the proposed extension of tbe certlfkation require- 
meut to all antibiotics for the following reasona: 

1. Certiticatiou of antibiotics nas cumxiwd 86 a temporary measure at a t ime 
n-hen production and Control procedures bad not adnmced to a point where re- 
suits were Uniform. Currently antibiotics can be produced and controlled wltb 
as much uniformtty as other drugs and bewe the odgiual need for certlticatlon no 
louger exists. 

As au illustration of tbe odronres that bare been made in production of anti- 
biotics. during fiscal Year I’M0 only 2, ‘9 batches of the certihable autibiotic druga 
nere rejected by FDA out of lC.601 batches tested.’ 

E X W  xvitbout tire Certification procedure. no reputable manufacturer would 
n-illfullr market a batch of an antibiotic or other drua which was Subootent un- 
safe or otbetwiae unfit for use, and If ang company did-there is ample akboritp in 
the act for prweediug against swh substandard drug and its manufacturera 
With or 1, itbout certihcntlon. a manufacturer which distributes a substandard 
drug cum~uits a Crimmal act bY so doing. 

2 Annual fees recently paid by industry for certitlcation of tbe Bve Currently 
c-ettifirble nntibiotics. and their derivatives exceeded $900.000. Proposala are 
pentbng to increase certification fees by 30 percent, to require FDA testing of 
nonantibiottc nctire com11ooents of certiflnble antibiotics ahlch will further 
intrease fees and to substnniiullY increase the testlug and sampltog performed 
on each batch In 19.X1 approrimatrlg 150 mawYears of FDA scmutific, technical 
uud adrnrui.trati\ e rff~rt were devoted to certitlcation. ’ 

lf the 30 nutibtotica not 1n’ewzutlY certttied. beCome Subject to certltkation, 
it is Convr~ alire1.r estitunted that industry’s fees (d&regarding the aforemen- 
tioncxl llropoi-ed iucrrases in fees) n-ill increase to over $1.300,ooO. 

:I .intil~toric Certitn xtiun ir an extreme form of l icensmg power, giring FDA 
life and dentb Control over the abilitg of a manufacturer to market certitlable 
:Irllllll,,rr~ r,rlldu<ts In \icw of the adroncwj state of the art of uradUCinK anti- 

4. E\-ten&ton of certification to the 30 nonrertified antibiotlcs (several of 
x\ hicb baxe beeu marketed for almost 12 Years) u-ould prodwe serious di5cultY 
und confusion and undoubtedly would result in mnuY unrvtrranted competltlve 
advantages to manufacturers of the cUrrentlY certified antiblotlca. 

Requests nould presmnalrly have to be submitted to FDA for regulations per- 
mittin:: crrtiticaticui of lbe hUudrcds of dosage forms containing the currently 
r~ntrrrifird antibioticc, ercn tbowrb rirtuallY all of these have preriously been 
cleawd IIT FL).4 under the new drug procedures and they are widely accepted by 
the mr(lksl profe<kiou. FDA would yreaumsblY haw to rercrlew the data 
l~wr~“wlY ~ulunirted with the hundreds of new drug applications covering these 
~‘rllduct~ Furlherumre. sitwe moct of these drugs are now off new drug StStUS 
there h:iTe been some tbanpes in formUlntnm, muuufocturing and testiug pro- 
recluwi. etc. since ttw lavt new drug clearance nas obtained, so that addItiona 
clnr:l mn~ tw rwluired to be submitted and re! iwred rritb respect to those ChamWS. 
This rCC.lenrar& will be unuecess:irY, wasteful of man-hours for Government 
and imiu‘tr::, and productiw of great deloY. 
BiologzcaZ drug, se~fionlO7(s) 

Section 3.51(b) of the Public Realth Serrke Act requires a shonlng of ‘Bafetg, 
purity and potenCY” before a license Can be issued for a biological drug. This 
bill v truld add a requirement of showing “efhcacg.” 

Our association opposes this proposed nerr requlrement. The Current r% 
qu~rcmeut of dwionhtriltinf “lwteuc5 ” is adrquate and realistir. Earlier we men- 
tioned the differences that exist among phYsiclaos as to efficacy of PartiCUlar 
clrr~zc. ‘Ibis IS pnrticularlY true In the case of blolo:icals. It is generallY pea- 
siblc to tl~~~tionstr:ite tInit antil+odir~ are formed after a~lrninirtratlon of a rat- 
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clue. but proving that a partlcnlar dBase is thereby prevented Is far more 
dlfflcult. 

Blolo~cal drugs, and the proper degree of Government regulation thereof. are 
most complex subjects. Our association feels that there is a need for a11 over- 
all revlea of the prorisions of both the Public Health Service Act and the Food, 
Drug. and Cosmetic Act pertaining to such drugs. We submit that such a re- 
view should be made in due course. and tbrt it Is unwise to deal with thti sub- 
ject in ptecemeal fashion as this section of tbe bill proposes to do. 

Arrthortty to riondardfre named, section 111 
Our assoriatlon hns DO objection to giving the Secretary standby authority 

to designate a “sin,-le standard name” for a drug. However, he should not be 
authnrzrd to esrrci-c such autboritr until a reasonable opportunltr has been 
afforded for the persons in charge of the compendia In which the drug is listed 
to select such a name. We would urge that the Secretary be precluded from 
selecting any name which would infringe trademark rights. and we would urge 
that Drocedurt% for selection of such names bv the Secretarv be sublect to the 
hear& and review procedures of section 701 of ibe act. - - 
Name to be wed on label, aectton 112 

Our ac%ociation ha* no ohjectinn to a llnting on the label of the “established 
name” of a drug and, 1C fabricated from two or more ingredients the “established 
name” of each active Ingredient 

In the case of over-theconnter drugs, however. we do oppose the requirement 
of liatlnrr the ~nantitv of each active inzedient since the Quantitative formulas 
of many-orer-t&-counter drn@ are highly valunble trade s&r&s. 

As to the rcguircment that the “established name” should be given precedence 
nrer and be In tcp at least as large and promfneat as any trademark. we are 
most strongly oppoced to such a rqoirement. It would seriously weaken the 
~luc of trademarks. aad reduce the incentive to produce superior producta 
X-e submit lbnt stction %X?(c) of the existIn :: act deals very adequately with 
the subject of conspicuousnens of required labeling stalements. 

PABT c 
Gprcial control for borbituretcs and stimulant drug& section IYl and 1Pf 

Our association supports increased FDA control of amphetamines and bar- 
biturates. re feel, horrever. that the prori+ms of the Dodd-Wiley bill (S. 1939) 
are hefter than this hill in a number of respects. 

We do not howerer. faror the protiqion of this bill (subsection (c)) which 
would mnke “po~srs+lnn” au offense nnlccs such poss~ion is nith intent to sell 
or otherrrise distribute such drug \Ve also do not favor the grant of authoritg 
to bring other druzs nuder the controls which nould nppl~ to barbiturates and 
nmpbetamines. 

Furthermore. In our view, the term “hnrhiturate” should not include drugs con- 
taimnz. in addition to any suth b?rbitnr:lte, a cuf3icient quantity or proportion 
of another drug or drugs to prcr-ent the ingestIon of a suflicient amount of bar- 
biturate to cause a brnnotrc or somnifncirnt effect : and the term “amnbetamine” 
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of adrertlslnp to give ybysicians full lnformetlon on how to rise tbe drugs. 
Moreover. in the rose of many drugs. such information Is HO volumlnoos that 
it would be Imtlr:icticnl to include it In odrertlsinn. Our assoctatioo. therefort. 
q~~msea the ~kn-i~!ons of section 131 of the bill.- Rowever, hearings In mind 
that the purl~~se of ndrortising ia mrrelp to remind pb.rsirinns of tbe uvallablllty 
of a drug. we would hare no objection to a prorislon whlcb would reqnire medi- 
cal fournal sdrertiains to contain B ktatrment to the effect thnt DhYslctarM 
cheGd mnsult the madufacturer~a literature for information concern& -possible 
contra-lndlcations 4nd side effects. 

Factory itlapmtion. rrction ZOt 
In tbe CBS+- of drugs. our assocfatlon supports an extension of FDA factory 

inspection authority We submit. howerer. that any new law sboold proride 
adequate safeguards against disclosure of contidential informatlon and undue 
interference with the richt of management to overate its own enternrtse. Ac- 
cordingly, the articles subject to ins&on sbouid be limited to those having a 
material bearing on the .qs?cific violations of the law. Furthermore. It ebonld 
be specitically provided that the authority to inspect shall not extend to (a) 
financial records, (b) sales records. (c) pricing records, (d) personnel records, 
(e) records of research activity, and (1) complaint t&s. 

In the ca*e oC complaint tiles. the limitation need not apply to commnnica- 
tions from liceused l!ractitioners and inqitutlons. prorlded that inspection of 
such data be conducted with due regard for and condstently with the profes- 
sional ethics of the medical profession, that sccess thereto be nvailable only to 
licensed medical personuel of the Department, and tbat corresponding Informa- 
tion held by the Secretary be made nrailable to medical persounel of the drug 
manufacturer. 

We are opposed tit the extension of factory Inspection authority propow3 bp 
section 201 of tbe bill. That Fection would iucrease the scope of such aot.horltJ- 
to such an extent as to raise yur*tion?; of constitutionality. e-peciallp conHid- 
ering the fact that this 4ct contains crimimll permlties. Apart from those ques- 
tions. bowrrer. we submit tbat It is wrong in principle to authorize rirtmtiip 
nnlimlted inspection autborit7. Such broad powers would sertouslj jeopardize 
the manr ralunble trnde secrets possessed by members of all lndostries subject 
to the act. 
Confidenfiolify of h~fmmotion obtained by itaapcction, wetim to.?? 

We favor the proposed amendment of section 201 (j) of the net, which would 
prohibit disclosure of any informorion obmined by inspection We submit bow- 
ever. that the proposed insertion of the words “8s authorized br law” should 
be changed to rend “as required by law.” 

It is our understnnding that the Pb4tmaceutical 3lonufacturera Association 
intends to propvge that the act he amended PO as to.) to probihit countwieiting 
and (a) to require regis:mtion of drug menofnchtring estnhllshments and to 
require inspection of such establishments at least erery 2 years. We support 
those proposals. 

We are most appreciative of the opportuni* to express our views on the pro 
rikions of this bill which are of such vital concern to the members of oar 
association. 

Reslm=c?fullg submltted. 
WILI.IA~ J. Scarenum III, President. 

Re. H.R. 115Rl. 
Hon. OBEN Haams. 

New York, N.Y., August 22, j9bX 

Citoirmon of the Commitfce o?t Jntrratate and Foreign Commffw, 
Hot/w of R/~prrrrr,~lotwes. Woalrington, D.C. 

hlr J~AR 118 HARRIR : Once ngnin. as we did In our letter to ~rou of X’orember 
15, 1941, we would like to protest that part of H.R. 11581 which wonid require 
full disclosure in medical journal advertisements. 
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AP publisher of six medical journals, and psrtlcularly as publisher of “kfodern 
Drugs,” which bns for the past 25 years presented product brochures and com- 
pletc descriptions of drugs, it seems to us to be entirely mm ecessary for ad- 
vertisements In this publication to repeat what is already presented in the text 
pages of tbe publication. 

Last year we published over 7,500 pages of sdentitlc literature for the informa- 
tion of physicians. This literature constantly gires tbe pbyalciaus tbe very 
latest in cautions and contraindications. Advertising carried in our pages is 
largely In the form of “reminder” copy. 

We believe that lf manufacturers are forced to Amy for full disclosure adrertia- 
lng this will, in turn, bare a decidclg adverse effect on allocation of money for 
the research so necessary to the saving of tirea 

We beliet-e. for tbe good of all, that the requirement for full dis.cJosnre &r 
advertising should be stricken from the bill. 

May we request that tbJs letter be made a part of the record. 
Sincerely yours, 

!ME YOBSE Mmrca~ Gaour, 
PLmm A. PomTq Pum8her. 

AF.lKxPAcE ?alEmcaL As6ocllTIos. 
TVarhingion D.C., Augur: 91.1969 -. 

CJ~oirnmtl. Interstate and Foreion Conmen% ComnUtee. 
The E&c&$ Representativer, i%‘oshinglor, D.C. ’ 

DEUI &LB RABBIB: In view of our committed responsibility of guarding the 
safety, health, and welfare of our men in arintion and astronautics both in the 
air and on the ground, we take tbls opportunity to call to your attention tbe 
possible haeards of the ndrertising provisions of H.R. 11581. Such requirements 
as Set forth in the measure could hare serious effect on the initiative of investiga- 
tion so necessarr on the part of all of us who practice medicine. 

I refer to tbe’intuitire desire by the physician for complete information on any 
particular uwdical lvrowdure or the IJrrwribing of any specific drug. Before a 
physician Prracribes either old or new Qbarmsceuticals, he 1s expected to 5rst 
inform himself fully on all aspects of e5cacy. side effects. and contraindications. 
We are reluctant to either assume or believe this information can he presented 
in advertising space of a size acailnble in medical journals. Tbns, you can see 
that the details necessary in the professional literature could not possibly be In- 
cluded in today’s Pbnrmaceutical adrertising. Ke do not want to encourage 
the substitution of advertising for studying the sclentiflc literature. Basically 
journal tidrertising of drugs for prescribing is a means of alerting the physician 
to their availability and basic therapeutic qualities. Such advertising has never 
been intended to say, “This drug will do so aud so. Go ahead and prescribe it” 

Much information on drugs becomes n part of medical Society meetings, bOSPi- 
tat .<a5 meetings, and seminars. Here knowledge on new drugs is disseminated 
by lecture, discussion, and experience reporting. Under the proposed reqtirc 
ment it is possible that in many instances much o! the information bearing 011 
all asPecta Of the drug could not be printed because of limitation of space and 
it would most certainly, in some instances, result in tbe prescribing of the drug 
without 811 the pertinent data needed to insure the Safety of the pntient 

hfucb has heen accomplished in many other features of tbe measure. TIoxewr. 
we sincerely believe that to allow the section regarding the advertising pro+ 
~lons to remain would detract from and weaken tbe beneficial prorisions. _.--- 

siicerely, 
w-u J. rkrcum. M.D., 

Ezecutive Vice Prddeni. 
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FELTOR Qmmz~~CO.. lmz. 
Brooklyn, NJ., Asrgvrt 2$,1962. 

Be H-R. 11581. proposed factory inspection protisiona. 
Cmgrrssman OREV HAuaIs. 
Choirman, Rouse Committee a Interstate and Fore&n Comweroe, 
House O@c Building, Ilwhington. D.C. 
Congressman Vrcroa L Ilnrveo, 
House O&x Building, 
Washington, D.C. 

DEAU Sraa: The writer fs an attorney at law, house counsel for Felton Cbe&al 
Co., Inc.. assistant secretary of that cornpony. and baa heen ectirelp engaged 
tn the essential 011 and basic perfumery business for upward of 30 sears. Our 
company is a member of the Essenrial Oil Association of the y.S-4. nnd tbe writer 
is a member of its legislative committee. As such, the writer is tborongbly 
fnmtliar with tbe statement prepared by the Essential Oil Association of the 
US&. rind presented to this committee by Mr. Dlttrlcb, its president, on Aa- 
23,1962. as well as the statement presented by Nr. Eugene I’. G&anti, on behalf 
of International F!arors and Fragrances, Inc., a firm similarly situated. 

On behfllf of Felton Chemical Co., Inc we wish to enter upon the record of the 
proceedings of the House Interstate and Foreign Commerce Committee our ob- 
jections to and protest against the Inclusion of the proposed “factory inqwztion” 
amendments contained in H.R. 11581, upon the facts nnd for the reasons given in 
the aforesaid statements of Ur. Dittrlcb and Nr. GrSsanti. 

Tour attention to end consideration of the foregoing is most sincerely urge& 
-w-fully sow 

Fur.x Bnmrw~a, 
Asrirtant Becretary. 

Sabject : 5I.R. P58L 
Hon. ORER F&anm, 

~~~DNAVE~FO~SDATIO?O,I.~C, 
New Sork, X.1-., Augurt I?, 1962. 

Chairn~on, Ccnnniitee on I~lteratote end Foreign Commerce, 
h’ew Rome Ojlce BuiIdi?lg. Washington, D.C. 

DUB COSCUESSXAS EARRIS : Tbe nndcrs&rwd, a memhersbip organization in- 
corporated in Xew York State, respectfully wishes to present to you and pour 
committee the riew tbat certain provisions of H.R. 11581, beiig considered by hour 
committee, arecontrary to the public Interest 

The foundation was incomorated December 11. 19)3. as the Brand Samea 
Research Foundation, Jnc. *Its name was cbang& wiib the approral of the 
State of Ken- York. Dlrision of Corporations. September 4, 1946. 

The membership of tbls cooperation is listed in a printed roster, 8 copy of wblcb 
accompanies this letter. You will note that it is comprised of commercial or- 
ganizations manufacturfng products sold In general distribution nlth adrertlaed 
trademark identiflcntlons, professional adrertislng agencies, and the sereral 
media of communication. 

Your attention further is called to tbe fart that although some of the com- 
panies moklng and distributing pharmaceutical products psrtlclpate in our en- 
drarors. they are a rerp small portion of our membership and account for lesa 
than 1 percent of our total rerenne. Ifembers of our board of dlrectom -king 
for the drug industry, lnclndlng adrlsory, nonvoting directors, are only 4 ln a 
total of 53. 

PURPOBL O? Et l tASD RAMI% POUSDATIOI 

The pnrposes of this corporatfon, 8s stated in our certhkate of lncorpom- 
tion, nre as lollows : 

(a) To ndrocate and adrnnce the principle and philosophy of freedom 
of choice. inherent to free enterprise, and freedom to derelop better prod- 
ucts nod receire due reward for results achieved. 

(h) To defend tbe proven, typically Amerlran system of mercbendtring, 
using ndrertising of ttndemarked and branded products and to use any 
proper steps deemed necessary or desirable to advance tbe system to even 
greater usefulness. 
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(o) To create greater understanding on tbe part of the general pubJJc 
of the aIgulUcance of trademarks and brand names In the exerctse of free- 
dom of choice. 

(d) To demonstrate to an increasingly larger proportion of the pablJc 
and to Government offidals the iealous care shown by ethical manufacturera 
to maintain the blgbest stand&s of quality and r&e of their trademarked 
or branded producta and the desirability of such care Jn each Judivldnal 
instance with consumers acting 5s tbelr own fadgea 

(e) To carry out by every lawful means a campaign with respect to tbe 
deairablllty ond value of trodemarks and brand names, and to do any and 
all things lawfully permitted in furtherance of the foregoing purposes and 
objecta 

CX3pVICTIO~tY 

The members of Brand Kames Foundation. Inc. believe that the manufacture 
aud distrJbutlon of brand-named producta result in a contJnued concern for 
public approval and patronage of trademarked Items. Thus. there la a constant 
concern for consistency of quality and, through research. a constant asplrstlon 
for product Jmprovement 

*crITITxea of TEE PounDAlTon 
During the more than 19 years of its existence, in behalf of Jtd dfvemifled 

members, t.bJs corporation has engaged in continuoue edncatJona1 and prom* 
tjonal actfvlties. The purpose of tJu?se has been to heighten the publk’s aware- 
ness that. no less than they nre a meana of facJlJtatJag the distribution and 
ae1lJng of products, manufacturers’ brand names are a service and guarantee of 
responalbJlJty and satlsfnction to their ult.Jmate purchasera 

We respectfully brJng to your attention our opinion that certaJn aspects of 
H.B. 115Sl ultimately ailJ be hurtful to consumer interests. Altbough no 
comment is offered herefn on the other provisions of the bill. this should not 
be interpreted as either approving or disapproving such other prorJsJona: 
Bec%ior 111 

This would grant to the Secretary of Health. Education, and Welfare the 
rJght to designote a “standard name” for a drug which viould be the “establlshed 
name” for such drug. 

The foundation hos no objections to the standardfzation of names as aucb 
for any category of products. However. u-e believe that there sboold be a 
apecJ5e prohibition against the adoption of any valid trademark as the stnnd- 
ardised name of any product. Section 111, as written, does not zontaln any 
BmJtation upon the name that may be selected by the Secretary and thus placed 
in the public domale Potentially the affected name nerertbelesa eonld be a 
valued trademark. 

A dangerous precedent would be set ii a manufacturer were faced with the 
possible loss of exclusivity in his trademark by governmental flat. Accordingly. 
Jt Is our suggestion that section 111 should contain an express prorislon pro- 
hibiting tbe Secretary from desJaatJw as the standard name for 8 drag any 
valid trademnrl 
i%&fm a?(O) 

Brand Names Foundation ala0 objects to section 112(a) wblch, as writteu, 
would require a drug manufacturer to gJre the “established name” of hi8 drug 
nrecedeuce jn wsltion over the trademark or brand name. and ase It In tvne at 
ieast as large-as such trademark or brnnd name. This provlsion’s nd;l;med 
purpose Is to enrouroge tbe presciblng and sale of drug products by their 
generfc designaatlons rather than by their trademarka. 

This concept and precedent. once established, could at another t ime be applied 
to any other category of products thnt consumers purcbaae and use. 

Thus. “drlpdry” shirts could be made an Jdentlflcation equal to or dominant 
over the tmdemarks or brand name now ldentifylng tbe dJstJoctJve craftman- 
ship. style standards. and qualitlerof several preferred brands 

“Pressed wallboard” could be au Jndicetlon equal or dominant to tbc brand 
names of the wide rarJety of manufactured products that serve structnraJ 
puma. 
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“Vegetnble soup” could, by the precedent of sectlon 1X2(a). ldentlfy a mh- 

stantlal Tarlety of products that today are represented by namea llke Campbell, 
Heinz and others. each representing dlstlnctire flavors and inpedlenta The 
housewife would be unable to serve ber family according to ita palate prefer- 
antes if ebe followed only commonly establlshed descriptive names. 

Your commlttee readily all1 recognize Innumerable other potential analoglut. 
The proposed radical departure from the present reliance &I repntatlon c&d 

only result In the reduction or elimlaatlon of inrenrlve to attract eonalat& 
patronage, and thus the deterloratlon of qualitp and of asplratloa for pro- 
aively greater excellence now dominating tbe manufacturers of consumera’ #a. 

This orovislon. if enacted. would set a nrecedent for orodact med1ocx-W and 
encoura’ge and protect the cointerfeiter and substitnter. - 

The community of industries and service organizations represented In Brand 
Names Foundation respectfully calls the committee’s attention to the fact thst 
of all the kinds of consumer products, those runsnmed internally could be the 
most dangerous among wblch to encourage medlocrlty or to discourage the 
prevalliug aspiration for ercellence. In the manufacture of drug preperatlons, 
the trademark symbolizes not only the active lngredlenta, but also the puallty. 
purity, and efficacy of the end producta. 

In the light of the foregoing conclmlons. we afraln respectfully urge tbe e+m- 
mittee to reconsider these pro-&dons of H.R 11581 with respect to tbelr nltl- 
mate effect on consumer lntereata and tbe precedents tbey could set affecting 
the fprvice of the trnditional comuetitlve trademark ssatem. 

Very truly yours, 
HCICBT E. aar. R&&at. 

NEW YOBU UKIVUUUTT. 
Scaoot “I LAW. 

New Pork, N.Y., June 26.196L. 
Han ORES HARRIS, 
Chairman. Intwsfnfe and Foreign Commerce Commitlee, 
c’.S. Howar of Rrprcsentotiocr. Washingten, D.C. 

DEAB COSGRESGUAS HARRIS: On Friday. June 22, XW2. I attended the hear- 
lngs of your Committee on Interstate and Forelgu Commerce. in hopes of testify- 
ing hefore rou on HOUW bill lIR. 11.31-8ith CO~~~PSS, 2d SWS~OD. Unfortu- 
nntely. the short t ime available to the committtee made St lmpozcible for me to 
he called as a n-itnvs. Follnwiug your snegp*tJon at the close of that bearing. I 
am. therefore. taking rbe liberty of suhmltting tn you a number of comments on 
the hill which I otherwise would hare made nmlly. In thus commenting on tbc 
bill, I am stating my  riews an a professor or rrimlnol law tat New York U+ 
rerslty). and nnt ss a represeotatire of any orpanlzation or association. My  
interest in the hill Ir that of a citizen who dislikes adulterated food, because 
I mn~ bare to eat it. and 86 8 law professor who dislikes adulterated lawa, 
becnnse I may hare to teach them. 

First of nil. nermft me to commend the commltttee for the thoroueh way br 
which it Inre=tieotes the need for forther kg1~lrctiou in this field. - - - 

Sert. prmlt me to note tbat ereryhndr’s wn@?rn centers on fosr points 
whivh stem heyond dispute. These I propose to discuss: 

(11 Ererrone *ET- that the existinr act 8nd the nromsed bill are full of 
?‘V&W~” Gorrlr. ~nme standards. nud;I&ommon me’ani&s. Slmdy by way 
of emmnle. what does the word “unsafe” mean in co&&on Ah &cttoia 
4W? Z(c) ? Through a maze of erocs references, we learn ultimately that “onMfe’* 
mPnnF fai lWP to nlmolr with the Serretnrr’s view BP to what it3 mnslstent aftb 
the public health. ns e&rc=sed in 8 rep~lntik ksued for the profflotion of honesty 
and fair rlenlinc in the interest of consumem. 

I wwld go nn ad infinitnm to poolnt to a mnltltnde of W O W  conepts and stand- 
ards in Ihe art. .4c a theoreticInn of the lnw. I cnnnot understand w-hr a h’atlon 
as intellicent as ours cannot produce a leani braftsmnn capable of d&ftlng bllla 
vhirh tell thrice reculnted therehy whnt 1~ ernwted of them. But let Us PssUmc 
that n-e mnnot nrnid the v’neur *tnndards. Then I would think that we should 
g:o to lkxina tn prerent ncwihle ahnws srisine from wch regue standards. namely 
lw limitinc Iwrcnnrmtlr diwretloor. Does the net do that? 

So. nkthnt lends to the Pecond point 
(2) Rroad diwretions are joined PO tlrhtly vrlth the rame standards that no 

man can put them nsunder. The Secretary hlmself has enormous discretiona. 
Thus, be might promulgate regulotlons ahenerer, in his jndgment, such actlon 

CP5Pf+-62----I3 
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n-W promote bonesty and fair dealing in the Interest of consumers. etc, etc 
The proposed bill is intended to enlarge these discretions. Is 1s necessary that 
the administration be granted such +a& discretions? I personally aerlonsly 
doubt that. But let us assume that the broad discretions are aa nffessarv 1u 
the vague standards. This leads us to the third issue. 

(3) Sbould the Secretary be invested with police powers greater thrn onr 
armed law of3wrs possess in preventing rap and murder? Xo police ofecer fa 
vested with the power “at all reasonable times” to inspect the bedroomr of 
American citizens. although. according to Dr. Kinsey, most of such bedroom 
violations of the law constantly take place. Or does the police have the power 
to make inspction of houses and rooms tberein ecen if they suspect that 8 dead 
body or a machinegun might be bidden there? So. they will have to obtain a 
warrant upon eridence sworn to, establishing probable cause that a crime has 
been committed therein. But U.R. 11781. in se&on 201(a). is the 5rst example 
In American history in rrhicb our constitutional standards, developed on the 
basis of the fourth amendment. are completely set aside. This section, in eff& 
legislatirelp creates an irrebnttable presumption of facts and a presumption of 
an oath attesting to these facts, that all dmerican food and drug manufacturers, 
etc., are probably continuously engaged in tbe commisslon of crimes in their 
establishment, for it creates tbe basis for entrance, search for evidence of crime, 
and seizure of such erjdence wIthout any formality. Tbe committee is familiar 
with the cases in n-hi& the statutory right of health inspectors to inspect pre 
miser, n-as upheld. In none of these cases vxre health inspectors emponered 
to search for the evidence of crime. There can be no doubt nhatsoever that 
the authority which this act proposes to establish in the Food-and Drug Admin- 
istration is in riolation of the fourth amendment to the Constltutlon. But apart 
from the fact that the provision is unconstitutional, there is inherent in this pto- 
rision an mcredible insult to an esaeutially law-abiding industq. So other in- 
dustry has ever been deemed, implied@ or erpressll; to be constantly engaged in 
the commission of crime, so that searches for evidence of crime map take place 
n-itbout warrant or warning. If the committee feels that the FDA needs part& 
ulnrly hroad porrers of scorch and seizure, for tbe protection of the public health, 
I think it is absolutely nece;sar.r that an incrimination-immunib prorlso be 
added to the nrorision. to the effect that anr eridence seized cannot be used 
in any criminal prosecution against any periOn or.compang from <-ho& such 
evidence has been taken I still maintain, hoverer. tbat tbe effect of this 
provision is to antagonIze an industry which otherwise rrould, in all probability, 
coonern te eneerlv with the Food and Drue Administration. 

(k) Jly la& point pertains to the penalty section of the Federal Food. Drug 
and Cosmetic Act, especjally section 333 (a) and (c), which the presently pto- 
posed amendments do not touch upon. but should. 

On many occasions I baTe pointed out, in print and spoken word, that the 
absolute liability feature of this penalty section is repugnant to our Am&w 
sense of injustice and Bies in the face of every experience gathered in eight can- 
turies of common-law history. Absolute liability means tbat the guilty and the 
innocent rlolator are punished alike, that the careful and the careless entry- 
prcneur are both subject to punishment Sothing can be plainer than that 
punishment of the careful Kill create frustrations. Obviously, if a man can be 
proren guiltr. he should be FeTerely dealt rrith. preferably by imprisonment 
rather than fine. But if a man is not guilty, he deserves un acquittal regardlw 
of what happens to a tainted product xvhicb may bare been innocently produd 
It is no ansn-er to say that the Food and Drug Administration will not pick the 
truly innocent riolator for proswution. In the 5rst place, they have done ~0, 
as the long list of ca$es cited in the annotation of 21 U.P.C.A. section 333 India&. 
In tbe second place, impunity of innocent persons should not he a matter of 
adminlstrntire graces but a matter of right Tbe law itself should make tbla 
clear. I urge Four committee, therefore. to reconsider section a.7 and to insert 
lo line one. behind the words “any person who” tbe rrords “intentionally or re&- 
le-ly ” This, in ton]. would make it yuwible to drc,p the entire suhmtlon (c) 
n-itb its cnrrentl- K-ho117 inndwunte list of exceptions to the enormous sweep 
of otherwise nbsolute criminal liability. 

I shnuld be pleased if m.r few comnwnls vi11 be of help to you and the memm 
of your committee. to whom I esprcss SC sincere respect 

Faithfully yours, 
Gennann 0. W. Nmstq 

Prolersor of Law. 
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Hon. AX~HEB Sasrs. 
Rovac of Repreuentativeu, 
Weshirgtcm. D.C. 

KIMEY &  Co., Inc., 
Columbvs. lnd, Jvne IS. 196P. 

DE- Min. SELSEX: Tbank you for taking time from your busy day to vMt 
with me last Thursday. I appreciate hour sttentlve consldemrion to my  point 
of view on certain ~~rovFiyioos of the Harris bill, H.R. 1158L 

You suggested that 1 write You on tbe subject and that yen would make t.bb 
letter u part of the record of the bearlug on tbls bill. 

Kinney 81 Co.. Inc., is “one of the little fellows” in the industry. Our aala 
are less thnn a mill ion dolInrs unnuall~-. We are. therefore, tita1l.v interested 
la any prorision of the proposed new drug law which would be part.lcular!y 
damnging to small companies 

As a small ])harwac*utical compauy. we are deeplp concerned about the pro- 
posed yroricion that the generic name of a product be given precedence in posi- 
tion orer the trademark. Tbe opluion has heen expressed tbat drug producta 
should he identified by aenwic names rather than trade names, the theory being 
that this would give the fimall dnlg manufacturer au opportunity to compete 
more effective& with the larger compunies. Tbe added cwnpetition anticipated 
is tbeoreticaI1~ sulbposed to reduce the cost of drug producta. 

We are c-onritw?d tbat any legal prorision that would tend to eliminate or 
downgrade the use of frademarkfi on drug products would alPo tend to ellmlnate 
the small drug nmuufncturer. Tbe only chance for the small drug manufacturer 
to exist is throuzb the rlevelopmmt of north~~bile products which becan market 
nuder a trademark. Withont.a trademark. a ~mnll pharmaePutiea1 manufac 
turer who dereiops a produc.t of merit and markets it nuder tbe generic name 
would won find that his business was gobbled up by larger manufacturera who 
would soon he selling the sflme I)rwIuct under the same name. The small man- 
ufac-tnrer n-ithout an% trademark protection could not maintain bls business 
acainrt the m:lrslrr rwduction distribution oud oromotlonal facilltiea of the 
Inrc~ drug mlnnufactu~er. 

Tbe active mmpetiticln of smnll pharmaceutical companfes. each striting to 
came a niche for ltwlf, has resulretl in many Kortbrrhile contrlbntions to medl- 
vine nnd to the puhlir. 11-e nre ronrinced that the end result of generic drug 
products 3~. neniwt tmclemarked dru: products would he the ellminatlon of 
mnct ~rnall end medium size rlrnr rompaniv 2nd the concentration 02 drug man- 
ufnrtnrinr nrltl 4listrihntion in a few daut firms. 

Such n wucw~trarlon of drua mnnnfnrturfng and distribution would not be 
a ~le=irnhle ohjrctire from nn7 standpoint. I how your committee will take into 
considerntion the &=trurtiTe end rewlt of this lll-concelred provlslon to bam- 
string the we of tmdemarks on phnrmscentical prcducta 

l-cry truly your*, 
H. 9. Kmnm. 

Hon. OBER H~~nrs, 
Trappe, Md., Jwne P5.1969. 

CAoinnon Eowe Committee on Interstate and For&w Commerce, Boure fl 
Rcpresenfotiocq Washington, D.C. 

D.USI SIR: We. as a frozen fo& packer. are rltally eoncerued with the pro+ 
sione of propwed legislation In tftle II of H.R. 115SL The purpose of this letter 
1s to go on record a8 opposlw tbe amendment which would modify tbe Federal 
Food. Drw. and Coametlc Act to expand factory lnspectlon powera. 

The statement suhmitted to Tour committee bp the Sntional Canners Asmcla- 
tlon has our full support. There is very little ve. as an individual packer. 
could ndd to this excellent statement, which aould not be a repetition of what 
has r1reod.r been erpertly presented. 

Tbe crnernl trend of most Government bureans. depnrtmentr. and openclea to 
zaln more and more powers and control orer the IndIcldual cltlzen na well aa 
hwiue*s Is erfdenced hp the unwarranted poners provided by H.R. 1158L 

VTe Hncerelr hope that, for the beneflt of the country aa a whole. thin hill till 
nerer pet out of committee 

Very truly yourq 
0. K. CALvEa?. 
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NAI-IO~AL Bnxxs~ Smamts Assocunon. 
June PI, 19tz. 

DXAS Mx. CIIAXXYAX: The National Bakery 8oppllers AssodatIon In behalf 
of its members who are the largest and most economkally important ln their 
industry. respectfully suggest that the proposed extension of the factory inspec- 
tion power under the Federal Food, Drug, and Cosmetic Act. III propoeed in HX 
11581. la not warranted. 

Our Industrv Is not averse to factorv insnection which is reanonablv reaoired 
for an effecU;e administration and enkc&nent of the law to insure- shl&ent 
of safe and clean foods properly labeled. However, we respectfully submit that 
experience under the tiistlng law abundantly demonstrates that the present 
powers are fully adequate. at least insofar as the productIon and distribution of 
foqds Is concerned, to insure this objective 

We believe that granting of the sweeping administrative power as proposed 
In the blll will not contribute anything not now available and reasonably r+ 
quired for effective administration and enforcement of the act For example. 
~11 foods and food ingredients wblch are not generally recognized as safe have 
to be approved for distribution In interstate commerce by formal regulation. 
The powers implicit iu the pesticide chemicals amendment, the food additivea 
amendment and the color addltiTe amendments of the law. coupled with the 
present factory inspection power, completely cover all facts reasonably reauired 
to determine food safety. 

In addition to the specific powers included in thege amendments to insure 
food safety, the present law anthorlzes the entry and inspection of “any fat- 
tory, marehouse, or establishment” in Khich commodities subject to the act are 
manufactured. and to inspect all of such.premisPs and “all pertinent equipment. 
finished or unfinished mnteriak containers and labelinp therein.” 

IJnder these provisions a duly authorized inspector is f%titkd to. and biFtOl3' 
of exverience shorrs that he hns always been getting, all information which can 
have-any possible bearing on likely safety, cleanliness. and proper brending 
of foods. Samnles of tbe raw materials or of the foods at various stages at its 
preparation, as well as samples of every item of printed matter which is on the 
container of a food or accompanies a food IF available. Indeed it is impossible 
to conceive of sny additional informatlon needed to insure the Indicated objet- 
tive In the production and dirtrlbution of food@. 

Hoverer, while the sweeping open-end prorisions proposed lo &ion 201 of 
H.R. 115Sl n-ill contribute rerF little. If anything. additional to informatIon 
needed to achirre these statutory ohkctiTen. they would grant authority to de- 
mand dellrcrr to an Iozpector of “all things” located in the es;tabli&mmt, ln- 
cludina out&e rouzulti&z laboratorks engaged in hixhiy conBdentia1 research 
“lnrh~diar records. files. nawrs. nroce’ses. controls and facilities* hearing on 
whether rommoditlw &hi& are ‘not eligible for shipment in interstate ram- 
merce are heing manufactured in such plant <‘or othern-lse bearing on violations 
or ptentlal riolntions of this act.” Tbic. it is cubmittcd, rould grant complete 
open+nd authority to reoulre auhmlsrion of all sorts of highly coMkkntia1 in- 
formation, such as details regarding confidential formulate, processes, new 
products rpaearch. complaint files, l!erronnel files, and the Ike. none of which 
would provide 811s real assistance in determIning facts required to come to a 
mn&v=inn ss to whether a food is or is likeIF to be uosaie. unclean or misbranded. 

It is understood, we are certain, that Federal inspectors are human being. 
not some form of mscblne or tape that can be locked away in a Government 
vault. They are human beings. with all tbe fr&oms this great country of 
onrs Inwren Its citizens. One of which is the freedom to rbanpe his Job-to 
more from Government employment to private industry. 

An ctnted. our industry Is not averse to any inspection. or to lworidlnx any 
information. reasonahly required to secure this ohjectke. Hoverer. at least 
insofar as the food Industry is concerned. no need whatever has been shown 
for tbe suggested extension of the inawtion Don-er. If the Department has 
heen den!& certain informntinn a-hich It can demonctmte to the Eatlrfsctlm 
of th1.m rnmmlttee as being renconnblv required In the rffectke enforcement of 
the act. then that area of need should he spelled out precls?lp hy’ indlcatlna the 
WW*I~IC a&lltInnrl Infnnoatlon rvqnirrd, so that this commIttee may then judge 
the merlta on sp&flcally clalmed needs. 
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The problem. if one erlsts, should not be approached by adopting sweeping 

*pen-end IegMatloo wblcb will prow a burden to the reputable members of the 
industry bnt will be Unenforclble sgalost any member cbooslng to disregard it 

Respectfully submltted. 
Joan w. Ju..t.m, Preafdmi. 

hnOxAL MD ~NOBED~?PT~ &SOCU~OR. 
Des Yoinrs, Jorro. .Cugust 16.1962. 

To: Jdr. W. E. Will iamson. Clerk. Bonse Committee on Interstate and Foreign 
Commerce. the House of Representatiree. Congress of the United Stabm, 
WashIngton. D.C. 

From: Sational Feed Ingrwllents Aliwciatlon. Des Bfolneq. Iowa. 
Subfect: H.R. ll~-iI (title II). that portion of the blI1 to amend the Federal 

Food. Drug. and Cosmetic Act with respect to strmgtbenlng of factory 
ioqwtton euthorlty. 

D~_ra Sul: The Sationnl Feed Ingredients Acsociatlon and all Its members nr- 
gentlg recommend to the members of the Howe Committee on Interstate and 
Foreign Cnrmwrce 14 lhe Congress of tbe C’nited States to reject the provIsIons 

4 titel II of 1I.R. 11X3 introduced br Conaressman Oren Harris. of Arkansas. on _ I 
IJay 3, xh32. 

The associatIou Hnd Ifs members hove come to this rontlunIon because the 
authority gicen the administrotire ,,urhorit_r is so broad as to be an invasion oi 

the hberties nusratired br the Construction of the United States and because 
the :&ninist;atiye authoiity can achieve tbe same end results by due procesa 
of Ien. 

Since the same results can be nchhicwd by the ndmlnlstratiw authority by due 
DNKPFS of lsw. n-e urge that the House CommIttee on Interstate and For&n 
hnumercc of the C&ress of the L’niled States reject the prorislons o! title -11 
.of H.R. 11331. 

Siucwelg yours. 
I. LEnn. Ezmrtive Gecretary. 

Representative OsEx IIAaaIa. 

Av~~lcaz SUR~FS AasocunON. Ire.. 
Selc York. X.S., .4 vgust PO, 1969. 

DUR Ma. IIARR~ : The American Sure& Awocistion hsfi an intercnt In curreut 
hearincz un drug lugi*lntion and supports Federnl legislative propowls tbat seek 
to m:ikr readily swilnble to all concerned profwsional Iwwti0onera current 
and scwrure iuformzrtion on drugs. 

Surws do not prwcribe drngs nlnce tbls constitutes the practice of mediclnc 
but nndrr the Iiwm.ing Isws of the wriuua States. nurses arc permitted to adrnb- 
ister mediwtlona nuder a phFsivian’r order. In carrying nut tbls function. a 
nurse Is Irgnlly required to understand the cause and eUect of the order sbe 
eXWUtt33. 

The American Nurses’ Aswciation endorses the “Statement of Princlplw In- 
rolved in the Use of Inwstir:\tional Drnzs in Ho?;pitals” which was developed by 
the American Hospital Assoc-iation and the Americaxr Society of HospltaI Pbar- 
msristn. The thin\ principle Of this Natewent is: “1rhcn nurses are called upon 
to ndnlinister invwtig:#tion:ll drwx the.%- should hare arsilable to them basic In- 
fcwunrion concwninp such clrucs. inc ludina dosage forms, rtrenglha available, 
r~~i~irra snd ww. ~dr rUwtb. snd s.w~pr~~mr of toric-ifp.” 

We will rwt comuwnt on other JwnJwwh In the bill you are eonsldering slnce 
tbrw are outPide our ares of compe~encc. 

843 



VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

670 DRUG INDUSTRY ACT OF 1982 

Re E.R. 11581. 
Hon. Oam Huzrua, 

Waam~am~, DC, August 20, 19G2. 

Interstate and Foreign Commerce Commitfee. 
Howe 01 Representatives, Washington, D.C. 

DEAE Illa Hears: As you may be aware. the Society of the Plaatlcs Industry 
has previously requested time to appear before your committee to express its 
views with respect to the factory iasyection provisions in H.R. 11581. On the 
strength of the indications in your announcement that the committee’s interest 
is now in legislation relating to drugs, and with cognizance of your request that 
“organizations l l l be mindful of the time limitation under ahich the com- 
mittee n-ill operate,” the society is not presently planning to appear. 

We realize that the Senate committee which has been working on similar 
legislation has already amended its proposals to limit the factory inspections 
provismus to drugs. We are also aware of the President‘s suggestions that 
H.R. 11581 should he similarly amended. 

We would like it clearly understood that xve are still interested in an’s factory 
inspection proposal which might relate to food ndditiTes or other areas in which 
the society might hare an interest, so we should appreciate being given an 
opportunity to present our Tiers at a more appropriate time when and if these 
matters are to be further considered. 

Respectfully sobmitted. 
Jeuoue H. HECKALAN, 

Hon. Oaw EIAEBIS. 

Per Foon Ih-sr~rvre. 
Chmgo, Ill.. Uoy 31, 19GZ. 

Cha~nnon, Cornn~~flce on Interstate and Foreign Commerce. 
House of Represcnfatises, Washmgton. D.C. 

DEAR Sra: The Pet Food Institute, a trade association comprised of orer 50 
manufacturers of pet foods and their suppliers. respectfull\ n-ishes to express 
its opinion n-ith respect to the proposed broadening of factory inspection poKers 
in the Federal Food, Drug, and Cosmetic Act. A rerww of our membership 
indicates that the pet-food industry has real mkgiyings concerning the true need 
for the expanded powers proposed by H.R. 11581. 

These misgivings do not refer to the general regulatory principles of the FDA 
nor to ttw m:~~~wr in which these pl‘lnciples are npphed A? a matter of fact. 
the Pet Food In-titute, representing one of the more important segments of 
the food industrr. hns felt that such rxincinlcs renerallr hare been fair& and 
reasonobl~ admih’istered to the distinct v&be& of tde general public.- Our 
ocwcintion has conxi~teutly al~l~rwetl nntl applavrlrd tile ol~jeccl~res of t?w Fed- 
eral and State food, drug. nnd cosrnctlc ln~s. Hoverer. the current proposal 
to nrorlde FD.4 insnectors with nor-er to examine financial and wrwnnel records 
a& files teems to gave scant reference to the intention and q&t of such legis- 
lation: surely no crcuce can be set forth for au ennmmation of recordx on 
rrwnrch and de‘relopment of product. 

To bc more specific. the pact record of the food indwtrJ in general, and the 
pc-food indwtry in particular. indicatrc that the precent l~rorisions of the 
Food. Drug. and Cusmct~c Act arc more than adwuatc Increaced factor.r in- 
spection porrerc would merely create ndclltional 2nd nnnewwnry requirementi 
that rx-oulrl Iw needle~sl- t ime consnmln,- and espenslve to the lwt-food Industry. 
nnd thcrcfnre to theronwmer. 

There i- no rluc”tion tbnt 11 R 115-l would o]~?n vp for revie\T confidential 
finnnc~nl nnrl pr~~lwt informntion bnvin c n* bearinc on prr*tlnrt qunlit~. Fafetp, 
or pnc~ihlr de(c,JItire l~mcticr? There b:ls bwn no demnnitrnted need for addi- 
tinnnl nnthor:tr br nbich a mow effectire enforcement of the Federal Food, 
Drug. nod Cosnxt~c Act Kould be obralned and xbich Is not a~aileble to It 
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under tbe present nutboritg. If any such need can be demonstrated for eaten- 
siou of the authorltg lo specific areas pertinent to the purpose of the a* le* 
lation restricted to such specific areas of loquiry cao be proposed for study. 

The Pet Food Institute feels that experience. not only In lta own lndomtry. 
but in the food industry in general. bas not been such as would Jwtlfy tbe~ 
sweeping factory inspxtion powers now sought wblcb include titbin its scope 
power to demand information regarding product8 and personnel rightioll~ con- 
sidered confidential 

The board of directors of Pet Food Institute, after careful study, baa adopted 
II resolution opposing the proposed amendment to tbe Federal Food, Drug, and 
Cosmetic Act expanding factory inspection powera We, therefore. wlsb to 
place ourselves on record with your committee urging tbat sections 201 and 202 
be deleted from H.R. 115Sl prior to submission of this biIl to the House oi Reg 
resentativea for a vote 

Thank you for your attention to this matter. We &all be happy to provide 
additional information in support of the above points if you no desire. 

Sincerely. 

Representatlre Oaslrr Hassle, 
Eouse of Repreeentatioea, Washinpfon. D.U. 

DEAR COSGREBSMA~? Haesrs: With reference to H.R. 11581, I note that the 
National Preservers Association, of which our company is a member, and of 
which I am an officer sod a member of tbe board, has taken a positSon opposing 
certain sections of this bill. mainly sections 201 and 202. 

Tbis company. and I, would like to go on record 88 supportIng wbolebeartedly 
H.H. 11.5bl. as wrItten, and urge that your committee, after full rxmsideratlon 
of it, give it speedy approval. 

May I add that the only way I think that this bill could be improred would 
possibly be to emphasize the adjective, “reasonable,” that is used in part 2 of 
section 201. This should protect individuals from any undue exercise of powers 
by administrative agents of the Federal Food and Drug Agency. 

1 would like further to add tbat we feel that the highly sophlsticnted new 
foods. drugs. rind cosmetics make it imperative that HR. 11581, in its sutlstan- 
tial form. be hurriedly enacted 

Respectfully yours, 
W-M Mimn. 

Hon. Oszrr HAEMS, 

SW&V Baas, IRC, 
New York. N.Y.,. Yag 29.196f. 

Chowman, Z1ou.w Commitire on Inieratate and Foreign Commenx., 
Uouse of Rcpresentotirea. Woahingion, D.C. 

I)ras MR. HARRIS: I n-icb to express my opposltlon to the enactment in its 
prereut form of H.R. 115S1, now before the Eouse Committee on Interstate and 
Foreign Commerce. I would find the bill more acceptable if certain reasonable 
changes were made in lt 

The bill is obriously a response to unlqoe facts disclosed during inrestigatlon 
of the drug industry by Senator Kefaurer’s Antitrust Sutimmittee Tbe food 
industry was not inrolred in that investigation. The bill gives Inspectors under 
the Federal Food, Drug and Cosmetic Act unreasonable and excesslrelg broad 
powers to inspect fnctvrics. These powers are clearly unrelated to, end go far 
beyond, those purposes of the act aimed at prereotiog adulteration and mlsbrand- 
inp m  the manufacture of food. 

The food and drug industries are different and bare different problems and 
characteristics. Therefore. legislation intended for the drug industry should not 
include the food industry automntically and except for the most compell ing 
rerisom. 

.4tcordingly, I strongly urge you to oppose the appllcetlon of the factory in- 
spection pro~lsionr of H.R. 135.91 to the food Industry. This can best be n-m- 
plished at this time by suporting a severnnce of the factory Inspection provisions 
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of the act so that the food and drug Industries nu1 be treated separately and h 
accordance 1~1th their own dlstlnctlve probieaw. 

Sincerely, 
PAUL E. Zscu, 

Vice Preaidenf. Finance and Tremwrer. 

Jnnc I. 1962. 
Hon. Oanr Hasars. 
Chairman, Committre on Intestate and Fareipcl Come 
House of Repreamtotioes. Washingtocr. D.C. 

-Draa REPRBSEZTATIVE Haasrs : The Popcorn InsUtDte is a natlonal trade as- 
so&ation made up of the processors and distributors of popcorn. The member- 
ship comprises more than 40 companies doing bwiness throughout the United 
States. Members of the Popcorn Institute are x-itally concerued with a measure 
pending before your committee designated as H.R. 11581. The members of the 
institute,.after careful study, have adopted a resolution opposing the proposed 
amendment to the Federal Food, Drug. and Cosmetic Act expanding factory ID- 
spection powers. We wish to outline their objections to the propod expansion 
of factory inspection powers. nnd respectfnll~ request Four consideration thereof. 

Ender the provisions of H.R. 11581. FDA inspectors whose prerious duties have 
been limited to seeing that the public is protected as to food and dmg products, 
would be giwn the additional right to probe into financial and personal records as 
aell as to dclw without reservation into confidential records concerning research 
and dwelolmwnt of products. Our industry does not believe these powers are 
remotellg connected with the statutor.r objectire and with the preservation of 
the public interest. We do not believe that they can be classified as being essentLPl 
for the protection of the public interest 

Questions of fact as to wholesomeness, preserration of health. and the pre- 
rention of deception arc .sound purposes for which the Food and Drug AdmInis 
trntion should be xix-en ewry necessary tool, but -KC respectfully submit that the 
rrrielr of confidential flnanclal and research Information hare DO bearing on 
ywlit? of product. safety. or nlnrkctiog practices. 

We do uot belive that the subject bill is needed to prmlt the effective operation 
of the FDA : ne do not believe it is either “evessam or in the public interest. We 
therefore respectfullr request that the proposed secttons 201 and 202 be deleted 
and that the scenc.r poners and authoritF not be expanded into matters aholely 
apart from the statntorp ohjectires. 

If n-e mar prnride you or your committee 6th any additional informatIon 
which would be helpful. rre would be happy to do so. 

Respectfully yours, 
RIL.LIA~ E. SMITE. 
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(1) The reriem of eonfldentlal flrmnclal and reseati information has no 
bearing on qualfty, safety or marketing pmcticca 

(2) The proposed bill is not needed. 
(3) The propwed bill Is not to be desired beCarnv It grants unaarrulted 

ponenr 
(I) Propwed ~~-~tlooa~ 201 and 202 should be deleted beawe the agency 

should not be giren power over mattera apart from statutory objectiven. 
The council and Individual members will provide you and your commIttot 

with all possible assietance on tbls subject 
Sincerely, 

*VAnORAL Pmxn s EEuxas & F-aocEasoaa AssoclAnon, 
Chicago, Ill, May Sl, 196% 

Hon. OBUP Ikuue, 

SIB: The X’ational Pecan Shellers &  Pr cwessors Asendation Is a trade asso&+ 
tion comprised of the shellers and processors of pecans It Is made up of more 
tban 65 firms doing business throughout the Unlted States. Its members are 
vitally concerned with a nw~sure pendlng before sour commSttee and designated 
as E.R. 11V31. The board of directors of the association. after careful study, has 
adopted a resolution opposing the proposed amendment to the Federal Food. 
Drug. and Cosmetic Act expanding factory inspection powers and pursuent to 
their aothoritr. we wish to set forth for tour esrnest consideration their objet 
tions to the p&wed expansion of factoG inspection powers. 

Under the prorisions of H.R. lISS1, FD.4 Inspectors. whose respnnsibllitia 
and duties hare heretofore been limited to seeing that the public is protected 
as to food and drug products, would be given the right to probe into 5nancial and 
personnel records and to delTe without resesrration into confidential records 
relative lo research and clerelopment of product. These powers are so remotely 
connected with the staturorx obJectiTe and altb the preserradon of publie 
Interest that they cannot be defended as cssential+r even reasonable-to the 
protection of tbe public Interest- 

Questions of wholesomeness. honest labeling. and preserratlon of health and 
prerrntion of deception are sound purposes for which the Agency should be 
given ewry necessnrr tool. but se reqwctfully snbmlt tbat the reTlen of con& 
dentin1 financial and research information has no bearing on quality of product, 
safetr. or marketing practicea. 

The Conpr~s of the United States must erer be dgllant lest Is readily acce&e 
to unnecessary requests for administrative power expansion. The subject bill 
is not needed. It is not desirable. This ennctment would not be ln the publk 
interest. We  urge tbat the unwarranted powers sought by proposed sections 
201 and 202 be deleted and that Ihe agencp not be given powers and authority to 
conwrn itself with matters wholeIF apart from the statutory objeetlvea. 

Our association and its members will be hannv for the onrwrtunit9 of Prorid- _._ 
ing you or your colnmittee with ring additional inform&n if thk a&Id bu 
helpfuL 

Yours very truly. 

MATOS~AISE &  SALAD De~~~rxo biIa~.-r~~cx-a~~s’ Assocl~norc, INC. 
Chicago, X11, Afag t9.1@62. 

Hon. 0s~~ RAKBIS.  
Chairman. Houre Conmittre on Julerslolc and Foreign Commerce, 
Bousr of Rrpreaenlntircd. Washi,lgfon, D.C. 

DEAR C~~GRE:SSM(AX R.WIIUS: Tbe Maymnalw &  Salad Dressing Manufac- 
turers’ Aswciation Is a trade awwintlon of Inder*ndent manufacturers of dress- 
ing products. Its members are rltally conr-xned~&w3use of a measure now before 
yortr wmnGttee--namely, HR. 13X1. After careful stud’. the board of dlrectors 
of this asroviation bare ndopted a resolution opposing the prupowd amendment 
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to the Federal Food, Drag and Ckwmetlc Act. expandlog factory iorpectl~n 
posers. We  M8h to set forth for yoor Consideration our objectlons to the pro- 
posed expansion of factory inspectloo powers. 

Under tbe newly proposed provl8lons of H.R. 11581. Food and Drug Admlnk 
tration insmtors. v-bow responsibllitfes and duties have heretofore been Urn- 
ited to protecting the public a8 to food and drag producta, would be given the 
right to probe into tlnanclal ood personnel records. and in sddltion, have ~lcces(l 
without reservntion Into confidential record8 relating to research and product 
dewlopment These powers are so remotely coonected with tbe statutory ob- 
jectives nod .with the preservation of public interest that they cannot be 
defended as essential. or even reasonable to the protection of the public interest 

We  believe that questions concerning the R-bolesomeness, honest labelllng. 
preserntion of health and the prevention of deception are sound pnrpows. for 
which this agency should be given ePery necessary tool. But we submfi that the 
reyierr of contidential finnncial and research information has no bearing on 
protection of qu3litF. safety or marketing practices. 

ITe believe the Congress of the United States must be rigilant lest it readily 
accede to unnecessary requests for administrative expansion of power. The 
subject bill. in our opinion, is definitely not needed. Uoreorer, it Is not even 
desirable. The results would not be in the public interest We  urge that tbe 
unwarranted powers set forth under proposed sections 201 and 202 be deleted, 
and that the agency not be giyen posers or authority oyer matters completely 
apart from tbe statutory objectivea 

If it wmld be helpful, our association and its members will be glad to provide 
yen and your committee with additional tnformation 

Sincerely. 
WEPDELL W. BISHOP. 

President. 

SEnfAX BROS.. Irrc.. 
Nm York, N.Y., Hay Sl. 1962. 

Hon. 08~~ Hnsers. 
Choir-man. House Committee on Interstate and Foreign Commerce. 
Rouse of R~presentalives, Washington, D.C. 

DEAR REPBEGESTATWE HARRIS: I w4sh to express my opposition to tbe enact- 
ment in Its present form of H.R. l lSS1, nom before the Hou.w Committee on 
Interstnte and Foreign Commerce. I would find the bill more acceptable ii 
certain reasonable changes were made in it. 

The bill 1s ohriously a response to unlqne facts disclosed during investigation 
of the drug lndustr’ by Senator Kefaurer’s Antitrust Subcommittee. The food 
lndustn n-as not Snnlwd in that iwestigation. Tbc bill glres inspectors under 
the Federal Food, Drug, and Cwmetic Act unreawnnble and excessively broad 
pm-ers to inspect factories. These porrers are clearly unrelated to. and go far 
beyond. those purposes of tbe act aimed at pFercnting adulteration and mis- 
branding in the mnnufscture of food. 

The food drug industries are different and hare different problems and char- 
acteristics. Therefore, legislation Intended for the druf industry should not 
include the food industry antomatically and except for the most compell ing 
reason*. 

Accordlnglg, I strongly urge TOO to oppose the application of the factory 
lns~tion prorisions of H.R. 11581 to the food industry. Tbls can best be 
acromnllshed at this t ime br sunwrtine a sereraore of the factorr insoectlon 
prori&ns of the act so tbai tbe’iood and drug industries will be tkenteh sepa- 
rately and lo accordance with their own distinctire problems. 

Sincerely. 
WALKER R. Gooonrcrr. 

?iAtnOKAL l’FLESDk38 Assocunon, 
Chicago, Kl., May 31, 196’2. 

Choirmnn. Roure Committee on Interslate axd Foreign Commerce. Amme of 
Rcprcecnlalirc8. Woshitlf l loi& D.C. 

Dean Coxonessuah IIaaars: The Xatlonnl I’reseriers Assoclatlon, a trade 
association comprised of tbe manufacturers of jam% Jelllea. preserw8. and 

848 



VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

’ DRUG INDUSTRY ACT OF 1962 675 
fruit spreads, respectfully wlahes to express its opinion wltb respect to the 
proposed broadening of factory Inspection powers In the Federal Food, Drug 
and Cosmetic Act A  revlew of our membership indicatea that tbe p-e in- 
dustry has real.misgioinge concerning the true need ior the expanded powera 
proposed by H.R 1158L 

These mlsgivlngs do not refer to the general regulatory principlea of tic 
FDA, nor to the manner in which these princlplea are applied. As a matter 
of fact, NPA. representlog one of the more important segments of the food ln- 
dustry. baa felt that au& D~~IIc~DI~~ generally have been falrlv and reasonabb 
administered to the distinct well-being of thh general public.- Our sssociatiok 
haa consistently approved and applauded the objectlres of the Federal and State 
food. drun and cosmetic laws. However. the current mowsal to Drovlde FDA 
insp&tors with power to eramlne float&l and personnel records and fllea seems 
to have scant reference to the lnteution and spirit of such legislation; wrely 
no excuse can be set forth for an examination of records on research apd develop 
ment of product 

To be more specillc. the past record of the food industry In general, and the 
preserve industry. in particular. indicates that the present provlslona of the 
Food. Drue and Cosmetic Act are more tban adeouate. Increased factors in- 
spection p&en would merely create additional and unnecessary requirementa 
that would needlessly consume t ime and would be expensive to the preserve In- 
dustry, and therefore to the consumer. 

It has been regular practice among preservers to make available all Informa- 
tion needed by the FDA on a cooperative and will ing basis wherever there haa 
been any question regarding the abolesomeness or sanitation of product Ex- 
tended autboritv will rerv likelv result 1x1 the need for the preserve mannfac 
turers to incur additionsl”costs <o operate in order to provideinformation asked 
for, but of very questionable value insofar as the consumer is concenxzd either 
from the point of view of health. sanitation or deception. There la no question 
that HR. 11581 would open up for revlevi eonddential financial and product 
information harIng DO bearing on product quality, safety or possible deceptive 
practices. 

There has been DO demonstrated need for additional authority by ahlch a 
more effwtire enforcement of the Federal Food. Drug and Cosmetic Act would 
be obtained. and which is not available to it under the present autborlty. If any 
such oeed can be demonstrated for extension of the authority In specific areaa 
pertinent to the purpose of the act, legislation restricted to mch specitic areas 
4 inquiry can be proposed for study. The h’ational Preserrers Association 
feels that experience, not on11 in Its OWII industry but in the food Industry In 
general. has not been such as would Justify the fxeepiog factory inspection 
porrers now sought which include within its scope pomer to demand informa- 
tion regarding products and personnel rightfully considered confldentlal 

In \-iem of the above policy, the SPA board of directors bas recently passed 
the follo~vIng resolution: 

“Resolwd. That the A’atiooal Preservers Association oppose any proposed 
amendment to the Federal Food, Drug and Cosmetic Act wbicb would extend 
the factory inspection posers under the act beyond the powers as presently 
Drovided in the factorr insnection nrorisions and the food additives amendment. 
bf the Federal Food, Drug-and Co&etic Act; and that the officers and staff a& 
authorized to do everything deemed reasonably necessary, in their judgment. 
to oppose an? lecislatlon which would expand this power and, to this end. c+ 
operate and coordinate its actions with other affected Industry groups” 

We. therefore. wish to place ourwlres on record with your committee, nrglng 
that Fections 201 and 202 be deleted from H.R. 11581 prior to submlsslon of thl~ 
bill fo the House of Representatives for a rote. 

Thank you for hour kind attention to this matter. We  fiball be happy to 
provide additional information in support of tbe above points if you so desire 

Sincerely, 
J. N. NAJOS, Jr., President. 

Hon. Oar?? Haaara. 
VIIPEURD, NJ., Hay S1,1962. 

Choirman. House Committee on Inter8tole and Foreipn Commem. 
Douac oj Rcpreantotioes, Washington, D.C. 

NY DLAR Coxoa~ss~an Haaa~s: Nay I express my  opposition to the enact 
meut of H.R. 11561 in lts present form. now before the House Committee on Inter. 
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state and Fore&u Commexe. The bUl would be more wceptabie If certain rea- 
sonable changes were made in it 

The bill appears to derive from certain facts disclosed dnrlng lnvestlgntlon of 
the drug industry by Senator Kefauver’a Antltrust Subcommittee. The food 
lndustq was not involved in that Inrestlgstlon. The bill gives inspectors under 
the Federal Food, Drug, and Cosmetic Act unreasonable and excesslvelg broad 
powers to inspect factories. These powers are clearly unrelated to. and go far 
beyond. those purpose6 of the act aimed at preventing adulteration and mla- 
branding in the manufacture of food. 

The food and drug industries differ. They have different problem6 and cbar- 
acteristics. Legislation intended for the drug industry cannot be applied auto- 
matically to the food industry. 

MaI I strongly urge son to oppose the application of the factory inspection pm 
vlsmns of E.R. 11561 to the food industry. I suggest that thls can best be ac- 
complished at this time bJ supporting a severance of tbe factory inspeaion pro- 
rlslons of the act so that the food and drug industries will be treated separatelp . 
and In accordance rrlth their owu distinctire problems. 

Very truly yoam. 
FURCIS V. ANWXXOS. 

STATntElPT OF HayE CoPirS ISDUSTSIEG, IX, REa.UW3 I3.R. mm, 
TEE Cosumc Conm~ Am 

This statement Is Submitted by Helene Curtis Industries, Inc.. in OppoSitiOn 
to H.R. 11582. 

Helene Curtis Industries. Inc., is one of tbe largest toiletrles manufacturers in 
the C’nited States and the leading P.S. cornpang in the hair care fleld. The prO- 
visions of H.R. 11582 ail1 vitally affect the operations of Helene Curtis and for 
this reason this statement of opposition is respectfully submitted to the Commlt- 
tee on Interstate and Foreign Commerce 

Fklene Curtis objects to the propped hill ou two general grounds. Tbe pro- 
posed chnngtr are unnrrec~rx for the K-rlfare of the ceuntrp and the PI+ 
pxed changes are unnecessarily economically burdensome to the companies con- 
cerned 

The great majority of toiletries and cosmetics sold within the United State6 
are marketed by companies of the size. stnbllity. aud responsibility of Helene 
Curt]?. These are n~mlnnies that hare shorrn over a period of many years 
that their prod~ls are tested carefull? for safety and eflkc,. The control 
proc4ures of thr+ r~unpanic-s have been tnrefull~ and s~-rtematJcally set up 
to inwre the %lfIrt?- *If the lmhlic in its u?e of thcce l,roducts. Nlllions of dol- 
lars are 6lrnt each year hy these rnm]clnic~ that assume a moral mnsibility 
that far tranzcendq rhr legal rey~onsihilitirs imposed on them. 

The rword of <:lfrtr and c%re in this induptrv is out of which the lnductrv 
can he proud. Thiq ii all the more inll’recsire n-hen it-is-cnuciderer-that mii- 
lions. perhaps hllliona, of these products hare been sold and are in II- at the 
prrqaot time The sporadic inctancr of a product reaching the market that is 
nor snfe is a K3re exception to this stntement It is tertaiulc not normal or 
rn~t<l”lnrr l‘nfortunntclx- the hnd nroduct will receive all of the lmbliclts and 
thP rnillionz of safe usec ak forgot& 

Ke respectfully submit thnt the occasional bad product that maF reach tbe 
pnhlic cn”. fir-t. he ndqr~:~tel~ controlled under t<e present law and. eecond. 
dorc not iu.stifr the crearlr increncpd cxnense of nnerntion that the new bill 

under the PropoKed hill. n‘p cannot know for Fure cx”ctlF how the proposed pro@+ 
dure.: n-111 omrnte. We c:,” nnlv a<‘ume that the “rocedures will be rouahls 
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In addltlon to what hns heen stated ahore, the propwed amendment reroklng 

the exemptlon c+f coal tar colors dewrres a statement to Itself. Tbbts one aape& 
of the bill ~611 probably rulu au entire wgtuent of the beauty ioduatry. Al- 
the entire hair-colorlug Aeld utilize8 coal tar colors which have had 8p&aj 
dispeuration under tbe prevent law, rblrh dlrpemation ha8 been amply juatifted 
Over the yeem. If this is revOkrd. all of this business wili be done anag wttb, 
at a loss of millions of dollars to the mauufacturers and at the cat of depriving 
tbow n-omen of the world abo desire to color thetr hair of the opportunity to do 
no. -4galn. this proposed rewcatlon is Mug set forth In the face of a record 
showing rueful nnd safe we of these coal tar colors oTer millioua of applka- 
tions and over manr years. The rerocutlon of the exemptlou for coal tar colors 
1s uan-sarp aad nncallcd for nt this time. 

For the reasous set forth in thin statement. we respectfully submit that H.B 
11582 should not be farorablp reported out of this conmlttee. 

I am Edward J. Maxterri director <II product reaenrrh and derelopmeut of 
Helena Rubin~tcin. Inc. I l~tre been employed in that copnclty since 19% Tble 
compan.r. or Its 1w+ceswr in interest. has ku encaged in the manufacture, 
di?;trihution. and sole of eowwtic-: rind related l~roducts in the Cnited States for 
almwt SO years. I hold a B.S. de,- and a 11. Ch. E. (chcmlcal engineering) 
degree from the C1t.r ~‘ollece of the City of Sew York and a Ph. D. degree from 
Columbia ~nivcrsif.r in the field of organic chemistry. Prior to joining the 
Iluhinstelu or;liui~~tlon I was n research chetuipt and factory manager vrlth 
Eraus Awwiatcs. cosmetic mnoufacturcrs and consultants. 

As director of lrroduvt rewawh and development of Helena RUbinstein, Inc.. 
I am reqxmrible for rhe reclwic-al dewl~qmwnt of each and ererg product 

This atntcment is limited to lwq”wd title I of HR. ll!X32 concerning the yre 
mnrketiug clear:~uce of cowwticw for snfetJ. Since I nm not a lauyrr, I am not 
in a pwitiou to su:g~t ~peclfir moditkorkros to the rectiour proposed uuder tbia 
title. We uutlerzt:%nd that the Toilet Goods Association will appear and recom- 
mend rpecitic moditi~ations to clarif? and lmprore certnin prorisions of HR. 
llW2. 31~ suhmiwion inwlres its prorisions from a technical and scenitlfic point 
of vierr. with F;witic bnckprowtd d.113 ccl\-wing the practices and procedures of 
the compau~ with reqwt to the I~rrmarkrring te.ztiug of it.- products and the 
hnfet? rewrd <wvr the l~l~t S ye:trs d>f prwluct~ distributed by Flelcna Rubiustel% 
Inc. I trust that these hncl;zror~ucl ~l:ita s-ill be of c(me ralae to the committee. 

?Lt the outset, I should like to m:tkc it clear that Helena Roblnsteln, Inc, is 
In favor of appropriate 1wete5ting of cocmrtics prior to their release to the con- 
sumer. We consider s&b prrtcsting not only our moral respxGbilltJ. but abio 
a wart ical business necessi t r. At the ureent time the ororlstona of the Food. 
D&. and Cosmetic Act de&e cosmet&s as articles which are intended to be 
applied to the humnu body for clea3ring. heaurif.ring. promoting attracttrenesa, 
or alterina the amwaraucc. Anr cosmetic nroduct which is intended to affect 
the stru&re or it&ion of the &a is considered a drug. Thus some prepara- 
tions. having a duality of function, may be both drugs and cosmetics Deodor- 
auts and bleach creams, for example. hare been and are classified both aa drugs 
and cosmetics. or in our termiuolocr. “cosmetic drugs.” Three cosmetic 
drue% de$ru& for a phrsiologlcal c&t ulion the sktn-of the person using 
them. are subject to all the drug prorlsinns of the present law, including the 
nrorisions relative to new drucs. Helena Rnbinsteln. Inc.. dlstributea both 
6osmetics and cosmettc drugs - 

N’e, at Heleua Rubfn=tein, Inc.. haTe no ohjectlon to premarkettng testlug of 
new roametlcs prorlded that a nerr cosmetic can be defined In understandable 
laocuatre and lworlded. further. tbat said testing drws not impose a completely 
uunecessar~ au unv-arranted burden upon the r(hmetlc manufacturer. Howerer. 
in reriewing the de5nitlon of a new tocmetic under proposed section 605(a). I 
hare found it to he so vugw.? and lndetimte that I cannot Interpret prsctkdlp 
what i8 and what ls not “WW.” In fart I cannot drtermlne whether our old 
products would be in the mtegov of products used for “a material extent or for 
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a material time.” Section 605(a) (2) would appear to reqnlre tbe tiling of a new 
cosmetic application (the equivalent of that rewired for a new drug) If a 
manufacturer v&bed to incorporate any supplemental lngredlent. even~thougb 
such Ineredleat is fullv recomdzed as safe but Is merelv new to the exlstlnn tlmc- 
tested f&mula. And&en a minor improvement of &I existing formula would 
subject the product to the new cosmetic sections of the act. Last year, for ex- 
ample, oar product line alone was subjected to 140 minor or major cbange~any 
or all of which might subject these products t6 the proposed new cosmetic pr+ 
vlsiona Every modification of such nature might entall the Biing of a complete 
new cosmetic apl~iication invoIving not only a substantial expenditure of t ime 
and money. but aho the compounded administrative work of those who must 
process these applications. We have found that, tbe proce&ng of a new drug 
application covering our cosmetic drug producta eOsta a min imum of $~s,ooO 
and 3 years in time. 

I should also lilie to comment concerning section 605(d) (2). the section deal- 
lng with tbe presumi~tlre carcinogenic potential of cosmetics. For instance, the 
use of tbe uhrase \‘an.v reasonablv forseeable use” is vague and caoable OC varied 
iuterpreta6on. The phrase in &tion W5~d) (2) (B) -“or after other relevant 
exposure of man or animal to such cosmetic” opens the door to the lmposltion of 
requirements which are utterly uurelnted to the prospective use of the cosmetic 
It is known that persistent and chronic irritation from anp source can produce 
cancer after * long period of insult. Pure water ltaelf has been reported to have 
produced cancer after repeated injection into the skins of susqitible anlmals. 
And one cannot consider water a carcinogenic agent Therefore the protocol 
for testing a cosmetic intended for topical alqdiration for potential carcino 
genicity should he limited to topical application in a dosage range appropriate to 
the intended use of the product 

Apart from these comments, this committee map he interested in tbe pro 
cedures emnlored br Helena Rubinstein. Inc.. in the testinn of im uroductn. A  
typical eraiuaiion of a new product ma) involve testin= ior basic toxicity, pri: 
marp irritation and sed+itivitr. In the normal order of trstior. the hnzic toxicity 
and the primary irritation characteristics are first established. Allergic sensi- 
tivity tests on humon beings then follow along with use tests. Tbe company 
malnL~lns auimal facilities and a histological and histocbrmical laboratory to 
perform botb safety and other studies. Basis toxicity and primary irritation 
tests are run on animals of different species (mice, rats, guinea pigs, rat&its). 
If the nroduct is to be used in the vicinitv of the ere (shamnoos. eve cosnwticxl. 
then a-test is run on rabbits (Draize rabbit eve test) to establish whether adi 
injury occurs on instillation into the eye. If all the alnxe tests indicate the 
product is satisfactory, then patch tests are run on a panel of human beings by 
our consultant dermatolocist to establish whether the product is a sendtlser. 
I’lhby$zians then run clinical use tests to establish further its safety and arrepta- 

If the new ingredient or product falls in the mte;rory of a new drug. all the 
safety test data along with formula. labeling, control, and manufarturin~ 1n-o 
cedures are submitted in the form of a new drug application to the Federal Food 
and Drug Administration. A  number of products in our line fall into this cat& 
a-7. 

In December 1939. at a 65-mlxKium on cosmetic nller~ presented before the 
Section on Allera of the 1fedi&l Society of the County of ~Kingr; and the Acad- 
emr of Medicine of Brooklrn. ~ubwvnwntlv nuhlished in the Sew York State- 
Jo&nal of Medicine, volume’Gd. So. 12: June 15, 1900. a cnpr of which 1s annexed 
hereto.’ I discuqred allergies to cosmetic nrodut ts. In thig paper. I incorporated 
a satnnmry corerinC “a major mwwtic companyr’s experience on complain* of 
reactions to its products” durlnC the 1wrio.d from July 1. lo.-4 to Auruqf 31. IfIX 
The major cosmetic company to rrbirh I referred was Helena Ruhin+?io. Inc. 

The following tahulntion sets forth our cumulatire experience for tbe yerio& 
Julr 1. I!?.iQ. tbrouch Anril 30. I%2 Here. too the number of reaceious siren 
In&de all &mpla~ints bf alleged adrerse.rea&ons to the use of a s&i&- 
product 
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Srax-rxz~r OF 3l1ss BEY-JX JACILSON on Brnav or Cos~mc Cm 
WOUES. IX., ON H.R. 11582 

IW name is Bette Jackson. I am product publicity manager of Shulton. Inc 
manufacturers of cosmetics, a large part of whose business is in products for 
men. I am here representing Cosmetic Career XVomen, Inc., an organization 
of executive women engaged in the cosmetic and toilet preparations industrp. 
Kith a men&whip of appronimatel~ 200. 

We requested an aJqwarance before your bonornble committee because we 
believe that H R. 11582 is poorly calculated to accomplich Its ostensible purpose; 
nnmelc, to ProltY’t tbe meu nod women of Ihis couutry from harmful products 
The fact of the ulatter is. we are by DO means conrinced that the perfumes. cos- 
metics, and other toilet ~~repornlionc Fold by the manafacturers In this country 
baw any ca~~nci?r for harm to an.roDe other tbnn to perhaps some person 
n-ho Is allrrgic. Ercn for the allergic prwn. the possibility of harm from 
strxn-berries. shelltic and many other common and familiar products. Js far 
greater than it is from cosmetics. 

Our organization belieres in safe products and It has no objection to the 
principle of this bill which is ontcnsiblF designed to require realIF new products 
to be tested before they are sold. but we are conrinced that the methods at- 
tempted bx the drafters of this propwed legislation show less sign of consumer 
protection than an effort to place unduly restrictive controls. far stronger than 
those in effect on foods and drugs, on an entire Industry. a-hich contributes 
grent1.y to the American economy. which emJ11oys mnn~ thoosands of JwopJe 
and which pn~s retoil excise tares to the Government nnnuallg of nearly $1.50 
million, in addition to the other txcs which any ProsJ~rous berican industry 
pars. 

We are particularly interested In this measure h.ecao.se women are the prin- 
cipal users of tbe Products of the ixldu%trF and the principal buyers, even of 
those products 1vhic.h are used by the male poopulation. We know from per- 
sonal expcrienw that the we of cocmrlics nud other toilet preparations coo- 
tributes not 0x117 to health, to cleanliness, to our appearance but also greatly to 
our morale. Tbe morale factor is rer.r important. We would point out, for er- - 
ample. that during World W;lr II. the Rrrtish Goremment bcliered It could 
oholish the manufacture of cwmrtics in Enzlnnd and took step to do so. The 
result v-as an immediate and bbarp dwlino in the morale of the many patriotic 
and brave women working in the war PJnnts. They felt they did not look 
right and accordm~l~. did not feel right about their jobs. about their positIons 
in cocicty or about lbeir Onvcrnnwllt. Furthrr than thar. during the wrp short 
t ime before the I+ritlrh Gmrmrnmt found its mistake. a black market in tort 
metics made fn garocen. stables, apartments. nod other places, menaced the 

853 



VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

630 DRVG INDUSTRY ACT OF 1962 

welfare of the women of that country. Also. among our own membera. there 
are women who are Rent out by their companies to lecture to Inmates of prinons 
and patlcntn in mental hospitals on the mornlr-lmwtlng effects of eoametica, 
and Cosmetic Career IVomen annually contributes money to emirt in good- 
grooming classes for blind women in Sew York City. 

Insofar as tbe proposed leplwlntion wblch we are diacusslng la concerned. 
undoubtedlp It nouid deprive women of certain producta whi~b they are awua- 
tomed to use and which we believe they bare ev‘rw right to use. For example. 
hair-coloring materials which now account for about glQll mil l ion at retail 
annuailv end for some $10 mll l lon In excise tames to tbe Treasury; a:ould rm 
longer be avallahle to those who desire tbem. We know. of course, that some 
people donot like n-omen to color their hair but we al%o know that a large 
and growing percentage of American women desire to do so and we can see 
nothing wrong with the custom If women went to indulge in it Incidentally, 
maw women undoubtedlv need to indulee In hair cnlorine to 68~ their lobe 
snd.&haps even to bold their husbands. 

In addition, we resent aug legislation In tbe United States n-bicb placea the 
control of any Industv. and particularly our industry, at the whim of a govem- 
mental department which could act under this proposed legislation in a corn- 
pletcly arbitrary manner, and deprive us of products nbirh we desire, and pre- 
cent a manufacturer from manufacturing the products which he desires to make. 
This gentlemen. we feel to be an open end bill, giving to tbe Secretary of He&b, 
Education. nud Welfare and owording1.v. to the Food and Drug Administration 
complete autboritp over every product ae make. Tbe sections of the bill 
designed to bring about the test&g of what the bill calls new costnet& and the 
dcflnition of %ew cosmetic” in tbe measure are so imnerfect that if the 
Secretar)- desired, and we can forewe that at some t ime he could so desire, he 
rould stop the sale of cold cream, invented bp Galen. the Greek pbI%lcian, about 
200 A  D.. nearlr l .NKl vears a~. if he should find in his wirdom that the nroduct 
had not ‘heen found &I be .saib ‘and he could require that manufacturers using 
the Galen formula (and maur wnnufucturers are using somewhat the same 
formula today), spend man)- thousands of dollars proving something to be safe 
that bad been in use for 1.F00 gears bg mill ions of women without any histoq 
of damage This, we respectfully submit, is far too much authority to give to 
any bureaucrat 

One of the leaders in our industry some rears ago. In a magazine intervien. 
stated “This industry is one of ideas and 1ngenuit.v and what we are renlly aelI- 
inp Is hCpe.” This may seem at first glance to be a slur against the industry, but 
n-e submit that If tbe n-omen of this country should lo.%? the opPortunit3 of eon- 
tinnine to look voune and heantiful to their menfolk. we would be in a sad state 
lndwd- Further- tb& that. the industry has over the years realized that hope 
to tvhich I lnerlously referred. The products of the industry have brought 
beauty, health. and a sense of well-being to practically every woman in the 
countrr and to a great many men as well, who have found that the use of such 
things as deodorants, aftershave lotion, and similar products have made it easier 
for them to face the world when they go out to their places of business each 
morning Sot onlv has the bow been realized. but tbe comnletelr indefensible 
claims of damage io the public~from the use of these so+alled untested products 
do not agree with the facts which every careful competitive manufacturer de 
velops from day to day. Tbe number of claims of harm caused b7 cosmetics are 
so trifling as to be negligible. In fact, we are advised tbat in the nearly 23 yeara 
since the enactment of the Food, Drug, and Cosmetic Act, s1igbtl.r over 200 casea 
have heen brought by the Food and Drug Administration against cosmetic prod- 
ucts were other industries covered hr the same law have been cited fnr more 
often 

Ke realize that it ia the tendency of Government bureaus to seek more and 
more anthoritv-that is bistorr. ibis measure. if it should unfortunatelr be 
pas-d. would- place a tremendous burden u&n the-industry. It would do 
nothing but increase materlallv the price of safe cosmetics to every American 
woman. It would do nothin g hut discourage tbore ideas and that lngenulty to 
which I hare already referrti bwaucr tbe st~mll frllo~ nlth a bright idea for a 
new cosmetic could never get into husiuess under this measure but would bare 
to do. hat In hood. to a big mnnufu~turcr. hq!in, - to sell the lden for a few 
d~llers and a job. We  do not helievc that this committre nor the Congress ltwlf 
desires to jeopardlxe the amall  buslnesw~nn or the Ingenuity and Ideas abich 
hew mode the indurtrial picture of America so great 
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Gtbers are more competent than we to discuss tbe tecbnlcal aspects of tbm 
bill and we shall leave tbnt to them. but we urge that tb1s committee aend the 
ummm brwk to its drafters in the Food and Drug Admlnlstration and in the 
Dewrtmnt of Health, Education, and Welfare with the suggestion that they 
draft a more perfect measure to accomplish a laudable principle and that, sw 
tb1s 1s such a tremeudous job. every phase of It be discussed w&b industry before 
another bill Se brougbt before your committee next year. 

Tbauk you for allowing me to appear. 

TECHNICAL Dmsmoa, Co~csgr~nc HR. lXi32, SW.XXON 302 
Tb1s amendment, which would relax present anticancer clauses with respect 

to feed for animals, 1s objectionable. and dangerous in m&np respects 
The feeding to food enlmnls of substinces which are known to be cancer+aus- 

ing is so obviously n risky business that it should not be tolerated at all except 
wrhaps for tbe most compelling reasons. such as imminent famine or the emer- 
gency of nuclear warfare. The proposed legislation. bowerer, opens the do& 
gates without any regard to the needs for the proposed additives 

Subsection 302(b) goes to tbe absurd ieogtb of permitting potentially danger- 
ous food component6 to be used for no other purpose than to impart color to 
feeds for animals. Are we to Increase our posstble exposure to cancer, by any 
unknown amount, even if small, in order that cattle and swine feeds can be made 
in attractire hues, for appearance, or to distinguish one type of feed from an- 
other. for farmers’and feed dealer6 convenience? 

If the section were adopted. animals raised for food production would be 
giren less protection against carcinogenic materials tban would all other animals 
fed by man, such as beasts of burden, domestic pets. and the denizens of coo& 

A “finding” by the Secretary that certain conditions of use and feeding are 
“reasonably certain to be followed in practice” will be. no protection to the 
thousands, ultimately millions, of cou6umers who will eat the flesh and drink 
the milk of those animals which represent the unavoidable deviations from tbe 
“reasonably certiin”feeding procedures. 

Vuder this section’s prorisions, the bealtb of e&y cormumer will depend on 
the willingness and ability of countless farmers and farmhands to read, under- 
stand. and carry out complicated, precise directions for miring feeds and distri- 
buting them to animnls. There are no literacy tests for farmworkers, and it is 
trnditionol that directions are not read and followed even by people nbo read 
Well. 

The language of the blli call6 for the Secretary to find “(11) that no residue 
of the additire will be found l l l jo any edible portion of such animals after 
slaughter or in any food yielded by or derired from the living animaL” How- 
erer. no provision 1s mnde for dealing trlth the situation if such residues are’ 
found despite the Secretary’s “finding” tbat they wiil not be. A Variation is 
conditions of feeding, climate, or animal health could readily invalidate find&3 
made under the necessarily tmed laboratory cond(tioM. 

Furthermore, the conditions under which the Secretary’s 5ndlng.s as t0 absence 
of residues are to be made are not clearly stated. Perhaps UnmteutionallY, the 
proposed amendment is worded so that the phrase. “under the conditions of nae 
and feeding specified in proposed labeling and reasonably certain t0 be followed 
in practice” (p. 26. lines 20-22) does not apply to clause (U) beginning on tie 
24. [There Is analogous wording in subsection (b).l The net result uf thie 
wording is tbat the Secretary must determine in adrance that no residue will be 
found. aitbout any statement of the condittons of use or feeding under whlcb 
6UCb YindIng 1s to-be made. ‘l’bis Is not a valid requirement, since no tidhlg 
could ever be reached lhat the edible animal product6 will nerer contain a 
residue of a carcinogenic substance. 

Howerer. the most important objections to section 302 are (a) that It do& 
not prorlde for a sbowiog of compelling need before use of an additive which baa 
been 6bown to be carcinogenic, (b) that it permit6 use of CarciuogeUiC color 
additires for ablcb surely there has not been and nerer is a compelling need 
In animal Zeed, and (c) tbat it makes no provision for dealing wltb the 61tuatiou 
rn ub1cb a residue is detected in buman food despite a prior finding that it would 
not be. 

We bellere that section 302 in its entirety should be deleted from H.R. llU8Z 
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S~~nmcm r-o6 C~NBUYRIB’ R~seanc~. INC., HT F. J. SCRURK, W~srnerr AND 
TECRNIC~~ Draectoa, C~A~~NIRG H.R 11562, SOON 303 

We are In agreement with the geaerul Intent beginning 0: this section, op to 
llne 18, page 28. We me concerned. bo~ewr, about the Implicationa of the 
phrase, “if such prior sanction or approval had been made public” (lines 16-17) 
and me are disturbed that the amendment appears to proride a special method 
of treatment for prior sanctions or approrals which were not made poblic 

We believe that all sanctions or approvals should be publicly granted or not 
granted at all, that all such xtions as have been taken secretly in the mast should 
be required to be made public nom, or else should be rescinded end have no fur- 
ther force and effect, and that any future actions with respect to prior sandloru 
or approwls (for eramrvle, 3s provided in the proposed amendment onder dls- 
cussion) should be t.lken only aith full public notice and.opportunity for In- 
terested persons to be beord. regardless of whether aug earlier related action 
~86 public or eecret. 

‘Ixmrvo~n or Ma Joalr F. him on HR. ll562 
My name is John F. Malo. t reside at 2455 Sooth Jackson Street, Denver, Oolo. 

I am vice president and one of the owners of Intermountain Elevator Co. at 
Denver, J.&gmonf and Hudson, Cola., which company manufactures cattle 
feed suoolements for sale in larae bulk auantities to cattle feeders. The cattle 
feedingC6usiness is a major industry ln- this country, and cattle feeding Is a 
blgblg dereloped science, being particularly Important to the economy of the 
St ate of Colorado. 

One of the developments has been the increasing use of antibiotics. vQaminq 
minerals, dlethylstilbestrol and other ingredients designed to promote growth 
and increase feed efficiency. 

I am appearing here in support of the proposed section 302 of the Han-Is bilL 
The reason is that under the present law as lnter~reted by the Food and Drug 
Administration I car;oot munufaCtUre my feed supplements in an efficient way 
and I do not receive equal treatment to that of some of my competitors. The 
proposed section 302, Welch is sponsored by the Fwd and Drug Admioistratioo.. 
and supported by the Presid&t. will give to tbe FDA the authority needed to 
bring about fair and equal treatment and to permit greater efllciency. 

Let me explain why. We use a substance called diethylstilbestroi (DES) in 
our feed snpplements to promote growth of the cattle. I’rior to I%8 the FDA 
bad issued hundreds of new drug applications or supplements permlttlng the 
uze of DES in n rarlety of formulas and in rsr7ing combinations nltb other 
iogredients. We. ln fact, have several autborizatlons to use DES in our 
formulas. 

IO lWi8, after tbe passage of the food additives amendmeot which Included 
the “Delaney clause,” the FDA refused to issue coy new supplements for the 
use of DES or to permit 8ny amendments or supplements to existing eothoriza- 
tions such as ours. They took this position, I undemtaod. because apparently 
DES was a crtrcioogen. 

Honerer, bnsed on all available data we hare, and here the Food and Drug 
Admlnictmtion agrees. DES ml11 not close Canwr in beef cattle. nnr ~111 any 
hnrmful residues remain In tbe edible portion of the treated animal. 

Indeed. since the drua was not harmlo to cattle. the FDA permltted the 
existlne authorizations to remain in effect after 195% 

A hnsic unfalrne<s has resulted. A oemmmcr cnnnot obtnlo an aothorlzatloa 
to ure nES. Exictfng bolderr; of Ruthnrizations. swb as 0,~ compnnp, are not 
nermitted to amend or hutmlement their anthorlzntlon. We recentlo cteslrd c- -~-~ ~~ - . . 
at the reqnest of one of our lnrre customers. to mmhine DES and aimmnrc~~ 
Into one rattle wpnlement. a wmhinn%n whlrh fnrolwd DO dnngrrr to health. 
The FDA would not approve this change In ow authorlzatlon. The sole net 
rvu’t nf the AdminWrntor’s ertlnn 19 zimplv to drir-r our cwttnmrm tq nnr 
comprtltnrq ahn hr chew chonfe hnnnened to hold R prior lchned authorizntlon 
for the rlcht combination. The cattle fader deqires. f-r renSon8 of economy 
of time nnd Monet. to hnre bqth Inrredlents In the feed pellet ne dwm’t 
c-n= nhicb supplIer he wes if he 19 able to obtain the 13~4~4 cnmhlnntlon. 
Thns nil--and 1 wlch to renent--all the nrwent law arcs Is to dizrrlminnte “(1 
between mnnnf~tinre~ of thme feed rnpplemwt% There i* nhcolntelv nn ale- 
meat of pobllc bealtb involved wbatsoerer. Cattle are still being fed DES in 
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combination with other lngredlenta. end people are still eating the beeZ But 
some manufacturers are favored o~ex others TNs. I nm mre was  DO+ l -  

intended congresstonal purpose. 
To pdnt UP the ridiculuusness of the preFent Eitoatlon. let me @ve ~II two 

further illu*tr:ltlnns. Thoueb we are not permitted fo mix DES with new in- 
gredient& the feeder himself can. Tints. I can furnish him a feed p&et with 
DES in it; he can olrtnin some other component and mix it together in his mixera 
It 1~ more expensive for him; it is less efIicient; it may even be less safe But 
he can do it and we cnn’t. I hare attached to this testimony a letter I recefved 
from Oue of my good customers. Mr. Daricl C. Rilbclm. of Rocky Ford. Cola., 
pointing out how silly this seems to the cattle feeders and how they aili nimplp 
have to switch t.hrir lmrcha.ses to another manafwtnrer. I am also attaching 
B letter from Renueth Mnnfort. a large cattle feeder iu Greeley, Cola.. attesting to 
tlie need to combine DES and other ingredients for maximum eificiency. I have 
already lost business oo this account and 1 expect to lose more unless this sitna- 
tion is remedied immediately. 

Auother illwtration further highlights the need for change. We recently in- 
stalled brandnew facilities at Longmont. Cola., brandnew equipment, subject 
to careful controls. and we wrtainl;r are able to manufactore these supplements 
as safely, if not more safely tbnn many of our competitors. Yet we are forbidden 
to use these uew. modem facilities. because wme of our existing anthorizationa 
specify a different plant location. and we can’t eren change the location. 

Obriously our company is vitally concerned wSth the health of onr Nation; 
we don’t d&w to introduce into cattle feed any ingredient which may possibly 
jeopardize the health of man or animals. But DES wed in the combinations we 
prqqurse caunot. iu any way. be harnfol or dangerous 

us I said befure. the proposed section 302, which is sponsored by the FD& 
will give the FDA the express autborlty to issue new drug spplicatlons or sup 
plements where it can be shown that the drug would do no harm to the animal. 
and v.here. under prescribed conditions of ose, no residue of tbe carcinogen IF 
mains In the edible tissue of the treated animal. In short. where It can be sboan 
that the beef would be sbaolutely safe for human consumlltion. then the &Cre 
tary could issue the authority. This would clearly coyer our situation and Is. 
we beliere, a sound and fair positlon. The emphasis will be again on safety to 
the public. where it belongs. and not on favoritism as between cOmDetitot+% 

I appreciate this opportunity to come before you and brleily describe what 
hns boppened to ns in Colorado, because I know our case is typical of Other 
feed manufacturers. I am conndent that as you hear these examples of how the 
pre.seut law is being applied, you n-ill see the need for the proposed legislation. 

wrLEELl4-uA?sclm nzll Lm8, 
Rocky Ford. Colo., June 19,196t. 

Irlr. JOHA F. Yua. 
Vice Preaidenl, Initmnouniain Elevate Co-, 
Denver. Cola. 

DEAR Ma. MALO: Too have mannfaettqred our feed for onr cattle feeding 
operation noa for 5 years, and ae hare always been satisfied with your treat- 
ment of our demands We finish approximately Xl.999 cattle per Year. and I 
am sure the business is a benetlt for yoo alao. 

Hoverer, me are now interested in haring YOU incorporate both Stilbestroi 
and either terramycin or aureomycin fnto onr protein supplement We are rtble 
to buy the stilbestrol in our protein now from you. but YOU have told US that 
we must buy our nureomycin in a prodact called Anrofac 40 and add that to our 
feed ourselves. We realize p5e can do this, but this is most cost consuming 
because of the costs of storage. mixing. and feeding. We would like YOU to 
incorporate this additive rather than us. and you say you are prohibited by law. 
We don’t understand this normen-%?. This seems unfair. unfounded. and aith- 
out reason. Kbaterer the reasoning is. hoaerer, we mar be forced to saitcb 
our protein purchases to another manufacturer. who bas the license to mix the 
abore lngredicnts, because, as I know pun understand. we must feed as et?ici- 
ently as &Able. 

Please see if there is any way to rem&y this matter and Inform us immedi- 
ately. 

Yom-6 very tmly. 
D~vrn C. WILHSLX, Yonapinp Par?ns. 
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As pu know, we feed aud market about iO.000 heads of fed cattle per year. 
Our cmnr~ is rhr largest smile cattle feeding couutF iu the couutrJ. A sizable 
tw<rutnge of the cboiw aud Iwiule beef cuusumed both on the east coast and 
the net mad wmes from the feedlob in nortlwm C~&wado. We. at our feed 
lot. and other cattle feeders in the area hare tAted diilerent rations for years. 
C~~lcn~clo State I’nirersity. aloug with other laud-grant universities and colleges 
have conducted far reaching and extensive testing of feeding rations and addi- 
ti\t% in order to umke Cattle feeding a truly immense nod ecouomical part of the 
farming picture. 1 tbiok it worth noting here that the cattle feeding industry 
is 3 lnrt of agriculture ttxrt is wl~oll~ <elf-srB&ut and extremely healthy. 
Thl< hnc been ncic~url~l~shed o111s by the we of all arnilnhle technology in the 
tield. Tlic (.attlc ftwliu:: industry not only is trcu~cudnwl~ healthy. but. in fact, 
is growng so rapidly that it is today chorrinp sizxw of et-entually being able 
t,t devour our lmsent burderlwme wppl.~ of feed grains. These facts are only 
~~rr.entA lo rcvu a$ bwkzround material for lhe request that follows. 

hr rou know. our tests as well as uniwrqity lests hare mo’en to us that we 
should feed both stillwstrol nod an antIbIotic to our cattle on feed. I believe 
the IlnjrlritF of the other feeders in tbe area nerd and want to do the same 

:III~ :IuTthin-. that ,ou can do to nllwinte this iituation n-ili not‘only be a& 
j~rwlated. lvut will be a zervic* to our area and the cattle feeding industry 
tbmu~tmut the c-xx&y. 

Sinterely, 

ph.rei thereon : 
“Cnutinn -Thl+ product contains innwilrnts n-hich ma.r cawe ckln irritation 

on certain indlriduals and a twrliminarr test sccordinr to srcnmnnorioe direc- 
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continued use of these products has increased our understandlug of tbelr effecta 
rind has in turn led to the use of purer ingredients compounded to more eract- 
lug standards. 

Any lndi\-ldual who reacts adrerselp to these balr c&oringa does ao solely’ 
because of an individual allergy to the product. Tbe percentage of tie total 
pojmlatlon n-ho have au allergic reaction to coal-tar bair coloringa ie now LW 
low that many other yroducts currently marheted sbox? a blgber Inddence of 
allergic response. Tbe very small percentage tit allergic reactions can easily be 
prereuted by the method which is prescribed bF the statute-the application by 
the cosmetologist of a blmyle preliminary test 

It is. therefore. indeed difflcalt to understand what useful purpose tbls proposed 
change in the law %ould serve If this legislatlou were enacted, it would, of 
course, have no eITect on the increasing demand for bair dye producti. It la a 
well-known fact that tbe only effective hair colorings are made from coal tar. 

Clearly, in view of the increasing public demand for balr dyes. and the lack of 
any appreciable Incidence of allergic reaction, coal-tar &es will In ang case con- 
tinue to be uaed by the public In the erent effective hair colorings were banned 
from legal distribution, then the great demand would. in all likelihood, create 
a “black market” to be filled by those who are unqualified to produce these Color- 
ings under anptbing resembling safe standards. If. as Is more likely the case, 
the Secretary of Health, Education, and Welfare were to certify some coal-tnr 
d&a under section SO&, there would nevertheless remain a percentage of user8 
who would have an allergic rcactlon to the dye. Some allergic reactions aill 
inevitably remain even though the product meets certification requirementa 
It is highly doubtful whether this percentage aill be any less than It la under 
present conditions and under the present state of the law. However, tboae who 
will remain allergic to the hair dge aill not receive the benefits of the present 
law wbicb requires that the label contain directions for prellmlnary testing. By 
eliminating this requirement, section 103 of this bill will serve to remove au 
existing safeguard to the public health altbont substituting any workable or 
effective alternative. 

The public interest In effective and safe balr colorings Is indeed great, and the 
evidence shows that tbls interest is being served bg professional cosmetologists 
under the safeguards contained in the existing law. If a need exists for sub 
jetting coal-tar hair dxes to the acrutlnr of tbe Food and Drug Admlnlstratlon, 
such need is not based upon the esperiencPs of patrons of professional cosmetol+ 

Hair colorings serve a social, personal. and eConomlc need Indlrlduals, ez+ 
p&ally females seek to maintain their .rout.b. Of course, youthfulness cannot 
be recantured. but ita aunearance can be. and hair colorings heln achlere and fnl- 
fill thlsbesire: Women’need to look so&g for social, as &I as-prsonal, reason& 
To many. this appearance Is mandatory U they are to compete successfully In the 
job market, particulnrlp when the tendency is to cast !.n the “junk pile” anyone 
who is crer 40. Grav hair is one of the first outward lndicatlons of advancirx 
age: its concea1ment‘tulflll.3 an economic need of many mple. . 

The near-perfect safety record wblch cosmetologlsta bave attained in the use 
of coal-tar halr dFes to serve these needs is the result of the proper application of 
these products by trained expert.%. It can be ascnxned tbat the relatlrel? few 
adx-erse renctlons occur In the self-application of coal-tar half dyes by inex- 
perlenced borne users of these products To enact leglslatioo ablcb will include 
a11 coal-tar dres tithln Its scope, regardless of~hetber self-applied or need under 
an expert cosmetologist’s supervisIon, Is to penallee the profeaslonal ceametologlst 
for a situation which he has not meated and wblch occurs because his setices 
were not solicited. Thus, If the exemption IF to be repealed. there 1s no justill- 
cation for including the use of co&tar balr d?ea bc professlonal cosmetologlets 
nithln the scope of the repeal. Vnfortunatelp. aectlon 103 as presently nritten 
does not make this rltal dlstlnctlon between borne use and profesdonal 
applkatlon. 

In view of the very doubtful beneflts which this bill would provide. theeconomic 
losses to balrdressers and beauty salon operators would be rpprcclable. Hair 
coloring bas hecome one of the mor;t popular and most profitable a- of the 
cusmetolopist’s business. Approximately 36 percent of the servlcea rendered to 
beautp salon patrons comisb of balr coloring. Of those utilizing these servlcen, 
70 percent are in the older and middle age claacIficatlons. and 58 percent are In 
the middle and lower income brackets. The disrupting effect of the bill upon 
this source of revenue can easlls be Imagined. 
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The 500,000 cosmetologist6 in the United States are dependent upon the naa 
of coal-tar dyes for a slgniflcant part of their Income, and they have used tbeae 
products with a remarkable degree of safety In coloring hair. To enact legtsla- 
tlon which map well prohiblt their operations in this 5eId on its present basis la 
to injure an important segment of the American economy without any &ssuraoa 
of correspondlog benefits to the popnlace as a whole 

As recently as 1960, In the color additives amendment, Gongreas explidtlJ 
exempted coal-tar hair dyes from the scope of that legislation. That amend- 
ment to the Food. Drug. and Cosmetic Act made extensive changes in anthorizlng 
the use of suitable color additives In accordance with regnlatlons to be lssned to 
the Secretary of Health, Education, and Welfare. After an exhanstive study 
speci5cally directed to color ndditives the exemption for coal-tar hair dyes WY 
permItted to remain in the act. To now amend the law. through a bill desIgned 
primarily to require a premnrketlng shomlng of the safety of casmetlcs and the 
safety of therapeutic devices, would be contrary to the Interests of the pub& 
and to the intereata of the cosmetology industry. 

In conclusion, the association contends that the present law is more than 
adequately protecting the public health in tbe use of hair dyes. Not only wonId 
section 303 of H.R. l lSS2 cause unjustified substantial eronomic loss and hard- 
sbip to hairdressers and benuty salon operators, but It would also result ln un- 
necessnry added expense lu the operations of the Food and Drug Administration 
Most significantly, It would provide no assurance that the interests of the public 
would be more elQct1veI.v protected than under present law. 

Tbls statement 1s suhmltted to the HOUW Committee on Interstate and Foreign 
Commerce by tbe American Paper 6: Pulp Association, the oTeraU national ass+ 
elation of the pulp ;rud paler industry. iu heu of makin: a personal appearance 
with respect to H.R. 11582. the Cosmetics and Theraleutic Deric~s Amendments 
of 1962.~ 

Section 303 of the Cosmetics aud Therapeutic Devices Amendments of 1962, 
H.R IIT, wJlich is now before the Committee on Interstate and Fore&n Com- 
merce. would arreod the llrior bnn<+iou clause of the food additives amendment. 

The sPctlon proI-i8es ih:lt the exemption afforded in clause (4) of section 
201(s) of the Federal Food. Drug. sud Cosmetic Act shall be inapplicable U 
the Secreta~ find+ that there is substontlal doubt as to the safety of such sub 
stances. Except in cams of imminent hazard to public health. the Secretary may 
take such action 0nl.v in conformity aitb section 4 of the Administrative Pro- 
cedure Act if such ljrior sanctiou or approval had been made public. 

There was puhlisbfad in the Federal Register of March 1. lS0. a list of sub- 
stances used in the manufacture of psper nnd palbrboard for food packaging 
which are exempt from the law in nccordance with prior sanctions or approvals 
granted prior to enactment of the food additives amendment 

All of these substances are of vital imllortunce to the pulp and paper industry, 
and the status of any of them should not be changed without a public hearing to 
determine whether substantial doubt as to safety exists. 

Under section 303 of H.R. 11X2. the Secretsry’s action, even though In con- 
formlt1 rritb section 4 of the Administrative Procedure Act. nould not afford an 
adrerselr affected person an opportunity for a publ!c hearing on the issue of 
whether substantial doubt as to safety exists. Therefore, we request and urge 
that section 303 of the bill be nmeucled to pro\-ide tbst 111 all raseri within 30 days 
rafter the Secrrtor~‘s notice of propwed sctivn. au* person adversely affected may 
5le objecticmc; thereto rind request and receive a public bc:lring thereon. In the 
event tbnt the SecretnrJ linds that there Is 3x1 inxnincnt hlrznrd to public health. 
a public bearing shall be held within 30 days after such determlnatlon 

Our recomnwndntion may be accomplished by inserting at line 2.1. page 28 (set 
303). of 1I.R 11562. before the Itrriod. n comma and the following: “Procided 
jurfhct. That. nitbln 0lirt.v days after notice of such propo-ud action. or. when 
the Secreturv finds tbnt there Is an imminent hazard to uublic health. wlthln 
thirty days iftcr su& determination. any person ndrcrrely-aff.ected by such pr@ 
posed actlon or actiorls map flle objectlons thereto and request and reccfve a 
public bearing on such objections us prorltled In subsection (f) of section 4Q9 
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of the Ad with reqwxt to food additive regulations and the right of jodidll ra- 
view as yroWlt4 by subuectfon (s) of section 409 of this Ad with respect to food 
additive regnlstlona” 

Eiorman M. Froikin, being first dnly tworn accordiug to law deposea and 
stat- 

That he is an asalstaot secretary of Glo-Rns Inc., an Oblo corpk’atlon: amI 
That said corporation Is engaged in tbe manufacture and distribution of hair 

colorlog products ; and 
That GloRnz hair coloring products have been manufactured, marketed, and 

distributed nationally in the United States of &oerica for more than SO yam; 
nod 

That during said period. many hundreds of millions of applications of Glo-RM 
hair colorinc nrodocts bare been sold and appMd to human hair ti both pry- 
fesnional beau& shops and directly by tbe c&sumer In home applications; and 

That to the knowledge of this sL%anf there is not a single known lnstan~+ 0f 
serious dameee or inlurv claimed or nrored. attributable to the use of hair 
coloring prodks ma&fnctured and dktrlbnted by this firm; and 

That in lW3. tbe Gin-Rnz Distributing Co. caused Its producta to be tested 
and studivd bp Smrth Laboratories, of PhIlndelphLa, Pa.. for the purpose of 
determining the safety of its products for use and consumption on hnman balr; 
and 

That the method of teeting employed in that study wa8 that proposed by Dr. 
Louis Schwartz. Director of the Dirision of Industrial Dermatoses of the U.S. 
Public Health Serrice, and a copy of tbe SmFtb Laboratories report is marked 
“Exlribjt A” attwhrd hereto and made part hereof: and 

That following said testing and study, said Smeh Laboratories, by Dr. Eet- 
man A. Shelanski and HeDq Field Sw.tih. -M.D., D.P.E. reported: 

“In all of the subjects studled. not a single reaction KBB obtained On this 
initial applicatiou with anp of the test substances In either series. Tberefon% 
n-e may .-afelr sn.r that the substance is not a primary irritant” 

“The patches on second application were allowed to remain fn cont.zWt with 
the skin for a period of 48 hours. at the end of which time they were remOwd 
and the skin reactions noted. Forty-eight hours Is deemed su5cient to bring 
out a sensitization reaction if one has become sensltfzed. No reactions were 
obtained on anp of the subjects on the second application with any of the teat 
subctances. Thus the substances do not appear to be sensltlzing agenti 

“Since no reactions were obtaIned on tbe first application of any of these Sab 
stances, we sag tbat these substance8 are not primary irritants. and etncc Do 
reactions were obtained on second application, it appears that tbe substssca 
are not sensitizers. From the obore eridence. it is our belief that these prepa- 
rations are neither sensitizing agents nor primary irritants.” 

That this comnanr has maintained ~rodacts bodlls fn.iurg and ~r~pertP darn- 
age insurance c-61 erage ior its prod&s for many year< aid that-to-the kDoW& 
edge of this a5ant, not a single suhstintial claim has ever been paid in behalf 
of this company, to any indiridual as a result of a claim for serjona boaUJ 
injury; and 

That for the period approximating 3 yeam from April 7. 1959, to May 2% 
1962. a total of $10 was pnld for losses by tbe insurance carrier for bodily in- 
juv losses as a result of claims submitted. which obviously was a nof8W1n 
claim, sod reference is herewlth made to the statement of Wallace E. StaUffer, 
agent for Insurance Co. of North America, the products Habillty carrier, l?~ 
stafcment marked “Exhibit B” attached hereto and made part berecf; and 

That this company ha5 tokra reasonable preliminary precautionary Step8 to 
assure that its products are safe for their intended end use; and 

That by rirtue of tbe hundreds of millions of appllcatloos of bajr cdoriBg 
consumed b_c humans of its products mlth complete 6afety. and by virtue fur- 
ther of thv ctudiw and rrrts ckducied by a responqlble and recognized CUnfC and 
lstroratorr undrr the direction of mtrfical nod nharmaceutIca1 doctors. a-d- 
ing to m&hods proposed by outstanding aatborkes and. In particular. a former 
Director of the Dicislon of Iqdustrlal Dpr -atoses of tbe U.S. PnbUc Eealth 
Serrlce, this a5ant stntej and submits- 
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(e) That the hair coloring plgmenta and dye&Ma used In the manttfac 
ture and sale of this company’s hair coloring products are reaaonablp safe 
for “se on bornan hair. 

(b) That tbls company has acted in a reasonably prudent manner to LP 
restigate and establish the safety of its products, and has continuonsly ever 
since conducted Itself in a reasonable and prudent manner to maintain the 
safety and effectlcenesa of its product& 

Fortber affiant sayeth not 
Noaarur M. FBoIKm, 

Aabiatant Secretary of Ob-Rnz, Jne 
Sworn to and subscribed before be this 3d day of July 1962 by the nforesald 

xorman Al. Froikin 
reel - -. bofary Public. 
Lifetime notary commlaidon 

STAYXMEaT O? %&PIER CO. BY  C. I’. PBO~SEE on H.R.11582 
We would like to oppose. vehemently, H.R 115EZ--the Cosmetics and Thera- 

peutlc6 Devices Amendment6 of 1962 with speclal emphasis on section IO3 which 
repeals the speelal hair‘ *es exemptions our reasons follow : 

A6 lltodsD6 THE BEAD-I-Y BdtOR IxD,,GTpI 

1. The Federal Food, Drug, and Cosmetic Act passed in 1938 provided that 
hair dFes should be exempt provided such products were labeled in accordance 
with SeCtiOn 601(a) r-33kinK an aDDrODrifIte DatCb tPSt be aDDlied before Due 
oftheprodnct - - -- - - 

-- 

Once again. In 1955. the FDA contlrmed the safety of hair dyes in a letter by 
Food and Drug Commissioner Larrick to Jacob Reck dated June 3, 1955. 

Acain. in 19GO. Conmesa In the color additires amendments affirmed the 
eaemDti& for b& d& products due to the nature of their aDullcatlon. Use. 
and I&ellng. 

The entire hair dye 1ndostx-y. employing thousands of people and ln~olrinp 
the inwstment of mill ions of dolars has been based on and ban been oneratina 
under these exemptions In the law 

2. Since 1938, due to the remoTa1 of impnritles. hair dye producta haye lm- 
prored immeasurably. It Is estimated that ox-er 15 mill ion women currently and 
safely use and are pleased with today’s hair dye products. 

3. There are orer 800,000 balrdressers currently employed in the Xation’s 
beauty salons. It is esttmated that between 33% percent and 40 percent of their 
receipts is deriwd from the application of today’s hair dyes. These hairdressers 
nil1 face unemplo-yment or wstly reduced income if the balr dyes exemptions 
ore repealed. Seedless to say. the 15 mill ion women cnrrentl? using hair dFen 
will also be highly displeased when deprived of hair coloring products. 

4. Jlany companies such as ours rrould be forced out of business if the hair 
dFes exemptions are repealed with resulting unemplo-rment and loss of inrested 
cnpltal. In addition, there would be greatly reduced income or failnw for the 
hundreds of beau- supply dealers which supply beanw shops. and lost or ag 
prcciabl~ reduced income for their employees. 
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Chicago. Our producta passed these tests or we would not bare sold them. 
We are confident all other reputable companies in our lodustry run similar testa 

3. Since 1951 we estimate that over 250 mil lJon appJlcatlons of our hair dye 
have been given In beauty salons or at borne. The nttnrbed letter from our Jn- 
rut‘auw awrier will testify to the safety of our productc. the premium rate re 
cluctions our pnducts haw eurned, and the miuute number of complalnta we 
have received conrp~red wirb the number of npplicatlons given. 

4. Our c-ompsny has outgrow-n three plants. At yreuenf oyer ‘LOO people aFe 
clirwtly dependent on the prosperity of our cnmpanr for tbrir support Aa 
stated preriously. repeal of the hair dyes eremptlons wJlJ result in their Immc 
diate unemployment 

In conclwion. we started as the very smallest of small businesseit. We  are 
rrill PIIIUII Lwinel-s, but stall hwiness or large, n-e wu’t beliere it is tbe Jnten- 
tion of the Government to JRualize a company, its employees or In a larger sense. 
:L major indurtry 3~11 I.? mil l ion %jtistied uwrs of rodtic’s hair dces. This would 
cwtninly be the case if the hair d)-es exemptions nre repealed. 

CEruoo, lLL., hle Il. 196z% 
3lr. c. P. Paossaa, 
If. Pier co.. Inc, 
Pompano Beach, Fh. 

DEAB M E  PROSSEB:  In accordance with your request we wlsb to give you tbe 
following 1niormatJoe 

The Continental Casualty Co. has brindled the insurance of Xl. Pier Inc. and its 
subsidiaries since 1951. We do not hare audit figures of sales dating back that 
far. but we do have a list of the total premiums tbat you bare paid to date 
which aggregate $30.89096. Therefore; Jf your sale& since l&3 aggregate 
$6,83i.955 all Lou need to do is to take from your own records your sales down 
to 3951 and add it to this Bxure. I Jmaaine that they would be well in excess 
of $9 mill ion. 

Since 1951 con bare reported a total of 39 complaints or claims. Thirty-four 
of these cases bare heen settled for total uaments of 62.947.85. Tbe malorltr 
of the complaints were without foundat&,- they aggregate, Jf anything; onl? 
nominal injuries and most of the pa-yments made were in an effort to preserve 
the businew relatlonsbip between you, our assured, and your customer. Sane 
of these clglms. ln our oplnnion, could bare been substantiated and certainly they 
would not bare occurred bad your products been used in accordance vltb your 
printed directlons. 

Since 1951 your premium rate has heen ieduced perlodicallg to the point 
tbat the present rate is 52.25 per $1.000 of your sales. In addition. we bare 
?reatlr increased the limits of linbility under your policp. Ender your current 
policy Khlch expires July 26. 19G 2. there bare been a total of five claims pre- 
sented. Two caces bare heen settled for a total pa.rment of SSSO and there are 
three pendinc of doubtful Talue. TTe Kould classify practleaily all of those 
paid as of the nuisance vartety. 

I have no way of h-notiup how many mill ions of appllcatlons of your prod- 
ucts hare heen made. but perhaps coo can determine this from moor OB-II sales 
recordc. Hwxerrr. firm the infw-mrctiw ciren abov rre ran state that as far as 
we me concerned. you bare an excellent record and tbls bas heen reflected In 
the steady lowering of your rates. 

If there Js anp ndditlonrl tnformatlon that I can gJre you. please adage. 
Sincerely. 

W.  H. ALGLB. 

JWAR Cn %TR\U~ : This statement of protest apalnst H.R. I lWnd partlco- 
lnrlr wvtlon 1M thereof-Ja filed on hebalf of the memhershlp of tbla nntlonal 
nc-ncintinn. emhmrinn more tbnn iTdl prirate luantr rulture whoolr located 
thronchont the I‘nJted States. 

Indiridnnllr on-m-d. lhe+r priratc trolnlna schools represent an w-wall Ja- 
rectmrnt of mnnr mlll ions of dollnrs. They employ tbonsands of Jnstructota. 
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plus general 0lEce help and maintenance workers. They teach upward of 12!S,OO0 
students aauoally. 

All of these schools and tbelr owners, every instructor, every clerical worker, 
every maintenance employee, and every student can be adcersely affected by 
passage of this unnecessary and unwarranted measure. 

Tbls oswclatfon stands solidly Jn favor of Iepislation that beoe5ts the entire 
beauty culture Industry and is in the interest of-the countless miiJJons of women 
who patronize tbe Nation’s~timated 150,ooO beauty salons. 

But tbls IPrrisIatJon 1s neither In the interest of thia industry nor Jn the Jnter- 
est of women-&M-ally. 

Instend. Its immediate effect would be economic disaster for the entJre beauty 
profession, since it would Jmmedlately deprlre every salon of a service that now 
constitutes a major portion of its blll iondollar income. 

LJkeaJse manufacturers would be adversely affected, and their employees dJa- 
charged. 

Approximately 500.~ beauty salon operators would suffer loss of income wJtb 
loss of employment by many. Owners of these salons would be faced wJth the 
loss of mil l ions of dollars of life’s savings now tied up In beauty shop Jnveat- 
menta. 

Aside from the indicated effect upn school owners and instructors. tbe 125.- 
000 students now in training in beauty schools would suddenly 5nd that tbelr 
future Jn the beauty industry is in jeopardy and the huge sums invested In tuJ- 
tlon would have mtly les.sened value 

The ostensible-put-p&e of this stanchly opposed measure supposedly Is protec- 
tlon of the Dublic. With due respect. we ask : “Protection against what?” 

l%e Government already provides protection against possibly ensuing al- 
leraies in its preSeot requirements for patch testi. and the record of halrcolor- 
Jngto date shba that such unfavorable reactions as may occur are InflnitesimaJ 
szninct the total aervlces rendered and are due to occasional alleraies. 

Surely. the great efforts and the mlll ious uud mill ions of doliars spent in re- 
search by the laboratories of our hair-coloring manufacturers hare not been 
devoted to building products whose qualities are Inherently torlc. They have 
been-and are-deroted to creating beantF wfth safety. 

Removal of the special exemptions now accorded hatr dyes not only can 
create economfc chaos in this billlon-dollar lodust~. but unemployment figures 
and relief roles nil1 be swelled to record higbs-aU without need. 

We respectfully nrge your committee to reject this measure, particularly aec- 
tioo 103. 

Gonm~or MAS~A-SO Co, 
St. Lot/id, Afo.. June 16.1962. 

I&. H.R ll!SS. 
Hon. 0~s S. Haaara, 
Choirman. Comtnfttee on Interstateand Foreign Comnwc% 
Hwubc of Representativea. TVaahfngtm. D.C. 

DEAR SIR: We respectfully submit our objection to H.R. 11332, which h DOW 
before rou and Four committ~. We  address ourselves particularly to secUon 
103. which removes the exemption for coal tar hair dyes. 

Tbiq company has been manufacturing cosmetifl since 1882, and coal tar 
deriTatiye balr dyes since 1694. Orer this span of gears many mill ions of 
applications of our hair d.ves have been made, and only an JnflnJtesJmalJy small 
number of persons hr\Te experienced allergic reactIons. fhe result of the failure 
of the user to follow the directions for patch testlug. IJnir dyes hare II favorable 
ratio with thnusnudc of other products consumed hy the AmerJcan public. 

Constant research Is being made by this firm. and many others. but to date 
only tbe coal tar derlratires prtiuce a satisfactory hair ColorJng which meets 
the needs of the consuming public. These products hare become ao economic 
oece4t.y for hundreds of thoussnde. as tt 1s estimated that 1.7 to 30 mll l lon men 
and n-o&n regularly color thelr balr. 

Ranninn hair dren from the teeitimate market would have far-reachlna din 
effect. The consuh~~ public wodld be deprJred of a satisfactory product i tbou- 
sands of beauty salons whose revenue from these ~er%‘Jm are vital to their 
oxlatence wouid puffer: and l ikewIse. many thousRndz of persons engaged In the 
manufacture and sale of these products would be altbout employment. EllmJ- 
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natfng business amonntlng to $000 mlll lon or more can only further help to 
damage our already jittery economy. 

This firm. which has been established flnce 1882. would be forced t0 close lb 
doors 86 owr 95 percent of our business Is, ond has been the mannfaCture of coal 
tar derivative hair dyes. Surely, ihls is not the time to enact extreme hardship 
measures which experience proves are not warmnted. We urge your favorable 
consideration of continuing to protect the ronsnmcr by the retention of tbe 
present hair dye exemption, and thereby retaining the buplng power of hundreds 
of thousands now employed in the manufacture. sale and distribution of these 
p*OdllCt% 

Re>ycrtfoll~ submitted. 
E. L Euvs General Yarrtiger. 

Hon. GW)BCE A. Goomxxa. 
Eouee Om Building. 
Washington. D.C. 

D. E. Wm~~mnsp Co, Ino., 
Eanuver, PO., kfoy Si. 196.5 

DEAB NB GCWDL~RC : It has come to our attention that pnbllc bearings nffl ba 
gin June 19.1962. on H.R. 11581 (drug and factory lnspectlon amendments) =d 
on H.R. 11552 (pretesting of cosmetics). 

We as food manufacturers are definitely opposed to these two amendments bc 
cause such unllmlted power is not only unne&ssary but subject to possible mlsrue 
bv inerwrienced Food and Drurr Adminlstmtion field lnsnectors. Nandstorv in- 
s&tion sbonld not extend to tlhe food field, to a manu&cturer’s processes-and 
formulas, to his complaint and personnel 5leb or to his private consulting labora- 
tory. Eserclse of such broad power endangers property rights and valuable 
formulas and trade secrets, and may well operate to discourage Industry from 
keeping importaut research and quality control records. Therefore the enactment 
of H.R. 115Sl should be opposed by food manufacturers nn~ess the bill is amended 
by striking 011 of *Title Il-Clari5cation and Strengthening of Factory Inspection 
Autborlty.” 

H.R. 11551 proposes new factory lnspectlon porrer which goes beyond anything 
reasonably required for enforcement of the Federal Food, Drug and Cosmetic 
Act. Section i04 of the act Is 5rst amended to corer a manufacturer’s consu’tlng 
laboratory as well as his own establishments. X’ert. the bill amends section 
704(a) (2) of the act to bring under factory inspection “nil things therein l l l 

bearine on riolations or notentlol riolatlons of this Act.” Finallr. section SK!(a) 
is amended to strike (f)‘thus enabling the FDA to force an en& by court orde; 
if a fnctorF manager refuses to permit inspection. 

Considering the new language proposed for section 704(a) (2) there would 
appear to he no limits that a food manufacturer can place upon the demands of an 
lnswctor. eren where the records and thinzs called for seem irrelevant to the 
staiutorp objective of preventing adulteration or misbranding. Apparently an 
inspector could cite this broad authorltg to reqnlre a manufacturer’s disclosure 
of consumer complalnts. secret formulas and patents. personnel qusll5cationa, 
quality Control and laboratorr records. and office documents detiline with Drodnc 
60”. packaging, labeling, advertising; marketing, pricing and A&cln~. Any 
doubt tbat the FDA would hare an interest in dnnncinl and economic records 
tends to dirnp,penr In the light of recent enforcement actions dealing a-lth such 
matters as “cents off+’ promotional labeling and “ecnnomg clue” package 
designations. 

Lest thnn 10 fears wo tbe food Industry cooperated with the FDA lo enacting 
tbe compnl+ory fsctory inspection amendment of 19X3. At that t ime Conarw 
na. qu1t.P fi lm 3lmut limitin x inspection po=ers to matters rensonably related 
tn the pwwntiou of violations. It cpecificallg declared against “flrhlng expedi- 
tlons” deiati to obtain evidence for legal prosecution and it confined lnspec- 
tlons to matters of sanltntlon. 

Tbe r00d msnufactuwr most oppose excessIre factory Inr;Dection, not because 
be has something to hide. but because be has a right and duty to protect bls 
private property in valuable formulas. trade secrets. etc.. and also Lwnnse con- 
sequences detrimental to consumers may result from a policy of nnrestrlcted 
lnspecctlon. As regards secret formulas. etc., a manufacturer observes that 
inspections may be made not only by Federal agents but by commlssloned Gtate 
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and mnnidpal agents a8 well. He notes that these inspectors map leare POP- 
emment se&ice to become employees of a competitor..and that jt aoul$ be 
difticult In any case to prove an unlawful breach of confidence, whether d&lb- 
crate or inadrertent with respect to trade secrets. As reaards consumers. th+ 
mannfwtnrer see3 a. prospec~of harm in the fact that udrestrlcted ins&&o0 
dlscouragee lbe keeping of mahr records important for quality control and 
research. Above all. the food manufacturer sees in this amendment a shift from 
traditional FDA inspection practices to a system of search and seizure. And 
be remembers that vfolation of the Federal Food, Drug and Cosmetc Act can 
mean a personal criminal conviction even in the absence of guilty knowledge 
or intent: 

- 
H.R. 11581 was drafted by the FD-4 as a result of the drug industry inrestiga- 

tion conducted by Senator Kefsurer’c antitNSt subcommittee. The bill princi- 
nallr affects drrtz wwducto, and it Drobablr would nerer hare inrolred food al 
all had there &en-separate food find drug provisions for inspection as in the 
case of the adulteration and misbranding sections. Drug manufacture differs 
from food m:inufncturc in m3n.r respects, and what is necessary for one map be 
unwarranted in the caSe of the other. The desirable solution of this nroblem is 
to revise B.R. 11581 so as to elimlnnte drug references from eristikg eection 
i@(a) of the Federal Food. Drug and Cosmetic Act, and to enact a new section 
;04( b) n-hi& will specifically gorem drug facto- inspection. The food industry 
would have no reason to oppose enactment of a separate drug inspeetfon provision, 
especially if its form were sound and it inrited the support of that Industry. 

Please excuse the length of this letter; bowerer. we are vem aerionslp con. 
cerned about the outcome of this propowd amendment. and we ask that gon 
oppoe it in brhnlf of all food manufacturers in pour district as well as ourselves. 

With kindest regards, we are. 
31ost sincerely. 

wrm s. IvmEB~s.~, 
Pioe Prerideni. 

~r~-rrxes;r OF X~rrora Cocscm OF FASYEB Coo~t%r~r~t OR 
H.R. 11581 MD H.R. l l5S2 

The Sationnl Council of Farmer Cooperatires is a natlonal federation of l27 
farmer-owned and farmer~ontrolled cooperative marketing and pnrchaslng ak 
dociations, which are local, State, regional. and national in scope. Our ateliates 
indude 5.X0 farmer cooperatives throughout the h’ation serring 3 mill ion 
farmer memberships. 

We mlsb to erp&n our rlews on three particnlar subject areas contained in 
H.R. 115Sl and H.R. 11552. They are: 

(1) Permittink an erem-ption for feed and color additires causing no 
harm to aolmals and leal-ing no residue fn food produced for humancon- 
snmntinn ns nro~icjed for in H.R. 15.X. title III. Lions .34X? Rnd 303. 

(2) Broad&x the SeCretnrp’s wxers of factory inspection as provided 
for in H.R. 11551. title II. section 2Oi. 

(3) I’sing R.R. 11561 and H.R. 11582 for the establishment of uniform 
standards of qualitp and sanitation applicable to domestic and imported 
proddocts. 

Approrlmatelr one-fourth of the national coundl members own and operate 
feed manufacturing fncilities producing animal feeds for the livestock. dain. 
and poultry industries According to the USDA Farmer Cooperative Service. 
farmer cooperatives produce 24 percent of the total animal feed manufactured 
In the rnlted States. 

JTitb this broad mrmbersbip interest in mind. the national council tiiches to 
express its riewz on the u-e of feed and color additlTer in animal feed as stated 
in H.R. 11.X2. title III. rectionc 302 rind .30X Section 302, as it ir written. till 
give nulhoritr tn the Food and Drue Admlnistralion to grant an exempiinn for 
the incln+ion of food and color additiw+ in animal feed ahlch are barmlecs to 
the nnimals nnrl leave n* residue in the product prowwed or prepared for 
human use. &IV permit* for the inclusion of dieth~lr;lilbestrrol In animal feeds 
hare not been granted since the passage of the Delnner amendment in 1% 
nor hare introcompnn.r transfer of permits from an outmoded plant to a new 
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fndllty been granted. Enactment of tbls sectIon wil l  establish a aotmd prose- 
dare n-hereby the FDA will lermlt nnlmsl feed manufacturers again to nna 
additives Irblcb hare been belI1f1.11 in improvIng growth. lowering feed convertdon 
rates. and cnricblng the appearance and value of their prodtits produced for 
the livestock. dairv. and uoultrv lndustrlea Imororements in feed &cleneY 
and growth x&b the corr&poud~ng decreases in &ts of productIon bave b&r 
mostly passe3 on to the American consumer in tbe form of lower coats of animal 
pWhlCtB. 

We m-e opposed, however. to tbe unlimited dlscretlonary power given to the 
Swretarg in determinlng the “zero residue” requirement. We  urge that seetlcm 
302 be further improved by amendment to take Into acconnt the beat adentidc 
judgment wailable. 

At the 1960 annunl meeting of the Satatlonal Council of Fanner Cooperatives, 
tbe delegatea approved the following : 

“0 l l The council rronoses that there be established an lmoartlal commlaalon 
to review applicable legislation now in effe& mltb a report oi its flndinga to the 
President or the Congress. Such commission should also report and recomme.nd 
such administrative procedures as till give ndequate protection to eonanmem, 
but at the same t ime protect producers from intemperate, unreasonable, and 
precipitate action by Government agencies which vrould result in sedoua loss 
totbem l l v.” 

In 1950, the President’s Sdeoce Advisory Committee made several slgmi5cant 
recommendations, the standards and operating procedures of which. in our judg- 
ment should be incoroornted in section 302 and 303. The Science Advlaorv 
Committee, in 1950, stated : 

“1. Tbst the Secretmy of Health, Education, and Welfare sppolnt a board 
advisory to h im to assist in the eraluation of scientl5c evidence on tbe bards of 
which decisions bare to be made prohibiting or permitting tbe use of certain 
possibly carcinogenic compounds 

“The advisory board should be composed of scientists from tbe National Cancer 
Institute, the Food and Drug Administration. tbe U.S. Department of Agrlcnl- 
ture. and the scientists outside of Government from a panel nominated by the 
Sational Academy of Sciencea. 

“It would be tbe function of the board to weigh eridence and to make recom- 
mrndations to rhe F~retarr of the Department *,f Brolth, Education, and Rel- 
fare on the basis of arailnble scientific data, both on applications for approval 
of new food additives and in all cases where the n-ltbdraaal of a prior approval 
or sanction is under consideration. The board would consider among other 
matters: 

“(a) Wbetber or not tbe tests for earclnogenldty are appropriati and 
reasonable. 

“(b) Wbetber the substance Is or is not In reality carelnogeulc ae deter- 
mined histopathologlcally or by other criteria, 

“(c) Whether addition of tbe substance to agricultural products would 
result in a concentration of tbe substance abore the natural background level 
of such substance 

“(d) What assay techniquea are appropriate to determine wbetber 8 
speci5c carcinogen is present In food. 

“It would also be tbe function of tbls board to review from t ime to t ime lta 
recommendations snd to modify them in tbe light of new acientfac knowledge 
Further. tbe board would assume the responsibility of recommending to tbe 
Secretary of Eealtb, Education. and Welfare spect5c research problema to be 
undertaken to provide necessary scienti5c data. 

The national council supports the statement of the President’s Science Advlaory 
Committee and recommends that appropriate language be incorporated In BBC 
tions 302 and 303 to take advantage of tbe competent elTorta of the advisory 
committee to establish sound procedures and safeguards for the protection of 
consumers and manufacturers us1na feed and color addRives. 

Incorporating the recommendatlons of the Science Advisory Committee into 
sections 302 and 303 will broaden the denti& data available to the Secretary. 
while at the same time. assure tbe user of the feed and color addltivea fair and 
impnrtially Imparted information for men and women of competent adentiflc 
achievement 

It is scienti5cally and politIcally unwise to seek tolerancea for addltlves known 
to induce cancer. nor do we make such a request Bowever. It must be recw- 
nized that there Is serions controversy among sdentlsts on tbe methods and 
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techniques emplpred In determinIng reslduea lo various prodncta It la fran 
tbese methods and tecboipnes that many of tbe past de&ions of the Food and 
Drug AdminIstration have been rendered. many of ahicb, in onr judgment, are 
based on inconclusive or disputed aclentlflc evidence. Tbe Presldeot’a Science 
Advisory Committee in 198Ocommented on thie subject: 

“T’be recommendation procedure for testing tbe possible cnrcimgenidty of a 
cbemlcal additive calls for Its incornoration into the diet of several animal sneciea 
at several dosage levels. and for ibe duration of tbe animal’s life apan -whe& 
feasible. Like all biological assay methods, this procedure baa more inherent 
variables than do prowdures involving physical and cbemlcal methods. Fur- 
ther, recognition of a carcinogen by the bioassay twhnique presents greater 
di!Zcnlties of interpretation than are usually encountered in aasaylng tbe effecta 
of other pbarmarologically active substances. These difficulties of interpretation 
are related to the identification of the tumor as a cancer. and to the way in 
wbicb tbe esperiment Is de&gad. 

“Tbe criteria for defining whether or not a ‘cancer’ bas been induced in the 
experimental animal are varied. They include the microscopic appearance of 
the tumor (bistopatbology). its ability to metastasize, fta transplantablllty to 
other animals of the same species or inbred strain and its local lnvasiveneaa. 
The most commonly employed criterion is the bistopatbological diagnosla How- 
aver, this depends on the judgment.of pstholgists and diversity of opinion 
among them is not uncommon. A  further difficulty emerges from the fact tbat 
not all tumors are cancers and that there is a difference of opinion regarding the 
oossible. subseouent malirrnancv of at least certain benizn tumors.” 

Furtder, techniques that a;e currently available auh in use may not be 
able to find residues in food prepared for human use. Yet. in a short the. h- 
prorement of current techniques ms.r ennble scientists to find traces of residue. 
With the constant advancement in scientific technloues. this is far more than 
a remote pnssibihtg. If this occurs, the Iam \\oould-require the immediate can- 
cellatlon of all permits even though no change occurred in the product. Tbe 
helpful aspects of sections 302 and 303 to the animal feed manufacturing in- 
dustry would then be negated. 

The national council belleyes H.R. 11,581, title II, wtion 201 will give the 
Secretary of Health, Education, and Welfare unnecessary and undesirable 
porrers to search the premises and records of the manufacturers, processors and 
pokers of food products for human use. The broad and sweeping language in 
w&on 201 would grant inquisitorial powers since no need for the search and 
inswction action bas to he shown. It would authorize “fishing expeditions” for 

\r‘r can readi1.r ur~der~t;~ucI. for thr I~n~twtiou of the pnhlfc. that \vhcn aduiter- 
ated food products are found 1u the chanuels of dibtrihutioo. the FDA should 
hare the authw-itr to inw<tipate &arlltatIon pmrti~r. raw materials and tbe 
adequrtcy of prwes’iiup equipment of the suspectM oflenders. FDA has much 
authoritg in tbiq field now. 3Iodcst erparwion of thls authority to remove 
adulterated food from rusrkctlng channels may be desirable to protect public 
health. 

However. sectlou 201. In our judtmwnt, aould writ autborltp far In exe 
of that newwar~ to protect the consuming public. We  are strondp oppsrd 
to thlr wction and recommend It be deleted from H.R. 115Sl or FDA be w 

i 
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quired to show good and sutliclent cause before search warrants for 8pecl& 
items relevaut tu protection of public health would be granted. 

Tbese bills and the autborlty they anold grant the Department of Health, 
Education. and \\‘cifare should be directed toward the maintenance of com- 
parable staud:trds of quality and purity for imported as well as for domeatlc 
food products. At the X69 annual meeting of tbls organization delegates ap- 
prored the foIlowIng policy statement: 

“i~wpertron ol food impwLs.-Food comlog into tbe United States b not aat+ 
ject to a Federal Food and Drug Administration inspection of their producing 
premises 3ud L subject only to iuspe4un of the finished product It&L l l l 

“\Ve wee that Coneres take ucuon to rwuirr the Food and Drun Adminlatra- 
tion to nl$iy cornparAble sanitary stand&s to all food products-whether pro- 
duced in the United Stitea or in a foreign land” 

These bills strengthen the inspection authority of the FDA regnlatlons for 
domestic productif,n of foods. drugs, and c-osmeties This organization haa many 
members ill tbe Yield of Inx&sine and marketiria of food and fiber oroducts 
They aud other focal mno;facture& hare roluntan~y established high standards 
of quality sod sanitatiou-at increxived cost-to protect consumers and to raise 
demand for their prod&s. This action might incidentally place onr manu- 
facturers at a eompritire disadvantage if foreign plants should resort to the 
sbiyrnent of snbstzndnrd products. and inspection In consomer channels. dm 
not disclose the use of comparable plant standards and raw mnterlal standards 
Ke recoguize that the canning and processing facilities and premises of for&n 
food manufacturers are not arailable for inspection on the same basis as are 
U.S. food procesriog plants. Even though comparable U.S. inspectIon la not 
available. uniform standards applicable to the Bnal product may encoorege 
the gortvnmenfs of foreign countries to establish high .sanltary standards for 
raw materials and plant facilities in order to protfft consumers as well as to 
dev4011 more equitable nxtlp?titll-e standards in foreign and domestlc cornme- 

i\‘r bvliv\e the establl4~mrnt of uniform sanitary standards 1s de&able, not 
only from the standpoint of e>tahlishing a fair and equitable competitive climate 
in the retail markers for food and fiber products. but to protect the consumer 
against wide nrintions in quality and value of the products they pnrchaae from 
x haterer source 

SCUYAIIY 

We recommend the passage of sections 302 and 303 of title III of ELR. 11X%2 
prorided the Secretary of Health. Education, and Welfare be reqnlred to have 
anilable and to take tnto account broad, scieutltlc information and procedorev 
as recommended in tie report of the President’s Science Advisory Committee. 
Action taken contrary to the recommendation of such an advisory committee 
should be reported to Coofxew with justification therefor. 

Further. H.R. 11.X1 and H.R. 116!X? will strengthen the inspection aotbority of 
the FDA regulations for domestic production of foods, drugs and cosmetica. This 
rnznnization has msoy members in the field of processing and marketing of food 
aud fiber products. They and otber manufacturers hare voluntarily established 
high standards of quality nod sanitation-at Increased cost-to protect consumers 

. and to raise demand for their products. We believe the establishment of uniform 
sxuitary standards desirable not only from the standpoInt of establishing a fair 
and equitable climate in the retail markets for food and fiber products. bot to 
protect the wmsumer against wide rariations In quality and value of the products 
thy purchase from PrbateTer source. 

Section 201, title II. H.R. 11581 a-111 give the Secretary of Eealtb, Edncatlon, 
nod XVetfare unoecessarp -and undesirable powers to search the premIsea and 
records of the manufacturers. processors and packers of food producta for human 
use. The Secretary currently has the rlgbt to Insp+% the premises to determine 
sanitation practices and the adequacy of processing equipment. when It la known 
that a manufacturer or processor has placed an adulterated food product in the 
marketing channels. We believe this is ample authority. Sect&m 201, in on? 
judgment. would grant authority far In excess of the necessary to protect the 
consnmlng publlc. We are strongly opposed to tbls section and recommend 
that it be deleted from H.R. 11581 or the FDA be reqolred to abow rood and 

869 



VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

69G DRUG LXDUSTRY ACT OF 1962 

sufficient c*nee before search warrants for ~peci& ftems relerant to protectiuu 
~4 public health would be granted. 

Opportunity @-r trade.-Various derices, such as quotas, llcensg. seasonal 
embargoes, bonus dollars, and many other restrictions. hare become of even 
greater significance in regulating and restricting international trade than tarids. 
As a consequence, In tbe presence of such hqhly restrictive measures, tariffs 
assume subordinate importance as a bargaining instrument 

The expansion of exports and international trade will come from Increased 
economic strenzth in foreicn countries. currencv convertibilltv. the develonment 
of the proper ccmate for &pita1 iuresiments, p&icularlg in ihe nexlg deielop 
ing areas, and the elimination of the many practices which hamper rather than 
encourage the exchange of commodities. We recommend these principles. 

Ine~ectvm of food i~nvorta~-Food comlnn into the United States are not sub- 
ject co a Federal Food and Drug Admini&ation inspection of their producing 
premises and are subject only to inspection of the 5nished product itself. 

American-produced food products are subject to an inspectloo of producing 
nremises and foods emanatinz from such uremises can be seized Ii they are 
yroducea a.0 l l under ins&&S conditio& where it rna~ have becomh con- 
taminated l l l J’ 

We urge that Congress take actlou to require the Food and Drug Adminis- 
tration to apply comparable sanitary standards to all food products ahether 
produced in the United States or in a foreign land. 

In additioq the Rational Council of Farmer Cooperatives seeks rpe45c con- 
gressional action, during the 1959 session of Congress to require the Food and 
Drug Administration to apply comparable sanitary standards to all food prod- 
ucts whether .produced in the United States or in a foreign land. 

Food and Drug Acf ad?ninis!rofion of ogrtcultwal chemical rcgulofion.-The 
administratire procedures followed by the Department of Health, Education, 
and Welfare wth respect to laws goTerning the use of certain agricultural 
chemicals used in the production or preserratlon of foods or feedstuffs said to 
be harmful to consumers, hare created deep concern among farmers of the 
Nation. 

The health and well-being of consumers of farm products is of paramount 
interest and concern to producers of those products- Tet conflicts in findings 
of two Gorernment acencies with resnonsibilities In tblc field give rise to-serious 
i&tion as to the iaiue of legisIatiT& requirements of such &id nature. Such 
requirements are beld b.v distinguished scientists to be unreasonable. 

The council proposes that there be established an impartial commlsslon to 
reriev applicable legislation nor in effect with a report of its findings to the 
President or the Congress. Such commission should also report and recommend 
such administratlre procedures as will fqlre adequate protection to consumers. 
hlrt at the same time protect producers from Intemperate. unreasonable. and 
nrecinitant actlon by Government agencies which would result in serious loss to 
ihem: 

Such rommi+on should also uw~ke recommendations with respect to adequate 
research on imnroved acricultural cbemlcals and methods of annllcation and 
use which ail1 s~feguard‘consumers. 

. _ 

In the interim we insist that the administration of the pore food and drug 
hers porcmlng use of agricultural chcmlcals used in the production or preser+-a- 
Hnn of food% and feedstuffs be tempered rrith as much reason and concern for 
farmer6 s.s for consumers. Thk would entall proper InformatIon to farmers 
as to proper methods of application, prior wsmluc before commodities are con- 
demned nitb smnle time and onwrtunitv to be heard and to take corrective 
*ctlnn before c&emnatlon. - 

EPARS RBXEAFZCH Cc DWELOPM~XT’ COPP.. 
A-etc York, X.P.. July 5. 190. 

Re H.R. 11581 and H.R. 11682. 
Hon. GEEX HABRIS. 
t?ho,rmon. Commlttcr ow Intnstot~ amI Fcwcl~n Commerce, 
Eotrw of Rcprcarntolives. l’f’ashinglort. D.C. 

DFLB Ma. HARRIB: In accordance with pour permis.4on dated June 15. X62, 
we would like to make the following statement for the record. 
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The proposals contaIned in the B.R. 11581 and H.R. 11582 ahlch would allow 
unllmlled inspection of consulting laboratories seems to u8 entirely unnecessary 
and constitutes a definite hazard to the rlghts of consultlng laboratories. their 
clients. and tie Federal Gorernment. 

There are several dinerent eypes of laboratories called consulting laborate 
rles; many of them do basic research for industrial clienta and often Govern- 
ment agencies as well. They also do product development in many different 
areas for both industrial clients and the Government In many caaerl the Oar- 
ernment contracts involve confldentlal and secret research Only gnaUtl& and 
U.S.-cleared personnel are allo=ed access to these records. It is obvious that 
such agreements with the Government to maintain proper aafeguarda again& 

_ the disclosure of records invoked in such work wouId have to be maintained 
and would be in dtrect confiict with the proposed legislation. 

The very lifeblood of our American economy has been tbe development of 
new products and the patent system which offers them protection. In many 
cases a small varfation in formulation or process ia the diilerence between a 
superior product, from a customer’s standpoint, and a less desirable one. nen 
though both would pass dng inspection of raw materials, processing, etc. 

In our opinion it would also be an unnecessary burden of expense to the lab 
ratorjes being inspected to bore to furnish the personnel to observe and explain 
activities and furnish the necessam cooneration to make the Information TP 
quired available. 

If any lospectlon of consulting laboratories Is granted to the Food and Drug 
Administration, It should be strictly llmlted to such control work aa map be 
carried on bp the laboratory directly in connection with tbe actual manufactur- 
lng process of products to be used by the pub& and should not relate in any 
may to research and development of new and diderent products and methoda 

We respectfully submit that the destruction of prlrate rights. which would be 
occasfoned by this leglslntlon. plus the burden of carrriog out the actltitlea, 
far outweigh any possible minor value to the common good nhlcb might be de- 
rived. 

--. 
WILLIAM E. HO-ND. Ph. D, 

Vice Preaidmt. 

Re H.R. 11581 and H.R. 11562. 
Hon. OBET Hasazs. 

DEAR SIR: This nrganlzation iv a Sew York corporation n-itb its principal 
ofice located at 601 %cond Avenue, Sea York. T.T. We distribute our own 
I~r;undr of profe~zionnl permanent wares. hair colorings. cosmetim and slmllar 
items through wholesalers to the beantr trade for UFQ by lieens& operators in 
heauty salons. Tbe factory is located in Waterloo. Seneca County. N.Y.. and 
h.ls been for 20 years the prlnclpal businesr in that communltg. While we are 
far from the largest organization In our inclustrg, we arc also not the Smalley 

In accordance with permission granted on June 13. 19G2, we herebp Ble the 
following statement of our rien-s of the abore bills pending before the Cmmnittee 
on Interstate and Foreign Commerce. 

We object to sections !Wl. 202, and 2Nl of title II of this propo.sed bill, wblch 
sections relnte to Ihe ln~pectlon of factories 2nd con=ultIng laboratorles. 

We believe that the authority for factory inspection granted br section 201 
is FO far rcncbinc I(< to he plainly ylolatire of the fourth amendment of the 
Conctitution of the I’nitrd States Anthnrlty !z here sought to be gluten to 
C,or-ernmPnt aCents to enter no? factory. warcbonce. or rctahllshment in nblcb 
foods. drug’, devices. or cosmetln are manufactured, processed, pricked. or beld 
for lntrodnction into inter-tare commerce or after snrh Introduction. and to 
incpect such fnctorr. Farehouse. e~tnbli~hment. nmsulting laboratory, and all 
pertinent equipment. Rnlshed and nnflnlshed materials. contatners. and all 
records. Ales, papers. proceFFey controls snd fanrllltles thereln. 
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All of this aearrb and Inspectloo may be done without the prior clbovrlng of 
any newsalty whatsoever for doing them. Correlative wttb these actn will be 
the disclosure of eecret formulas, processes of manufacture, and other valuable 
trade -ts which nre the very lifeblood 02 the bnrtnesrv of the person whm 
buvlness premises (or home) are the rrubject of tbe search. It is well wlthln the 
realm of posslbllity that therre secrets may soon flnd themselves ln theposaef&on 
of a competitor after their disclosure. 

_ ConsultLug laborator%ea are unirernally researching and developlog new ideas. 
many of which have DO oresent commercial aonllcation. As WODWHL this btJ.l 
wooid require fl&pmt violations of trust and jay bare to the 6&cttng Qovent- 
meat agents all or the moat secret records. Ules. papers. processes, controla and 
fsdllties which show the results. aa well 88 the work in progress of web a 
laboratory, causing irreparable and unne~~~aty damage to the laboratory and 
Its dlents wlthout one Iota of benefit inurinn to the mblic Interest Should 
such a right exist Iu the Government. It ts ens; to visul;lize a great curtatlment 

+in research, with the Inevitable result that private consulting laboratoriea would 
soon flnd themselves without clients and in the process of liquidation. tbns com- 
pletely depriving the public of tbe great benefits which accrue from such research. 

Furthermore, research In the 5eld of cosmettcs is generally a small part of 
aucb laboratories’ work. Most of these laboratories are engaged in a multitude 
of research problems, many of which have nothing or Uttle to do with fooda, 
drugs, or -etics. To compel disclosure of the iunermost secrets of such work 
would be nbaolutelv irrelevant to the nrotection of the oubllc from harmful 
foods, drugs and co&netics. grossly onlair to the laborato~ and its dtents, aud 
cause untold harm to the public interest 

Should the Government be granted any right of Inspectton of confmltlng labotn- 
tories that right should be limited strictly to the inspectlon of control testa cou- 
ducted in connection a-lth the actual manufacture of prodncts for sale to tba 
pub&z and should speci5cally be denied as to research and development activltiea 

Section 101 provide-a for the approval prior to marketing of all new cosmeths. 
While we Canuut fault the purpo.se of thii section, we most respectfully direct 

your attention to tbe fact that under the provisions of the present food. dru& 
and cosmetic law the Food and Drug Administration is fully armed with 
authority to seize and prosecute speedily any harmful cosmetic which may 5nd 
its xvng to the marketplace. Since the enartment 0r the present law. there have 
been very few dangerous cosmetics marketed. The proof of this statement la 
evidenced by the very small number of seizures of cosmetics made by the Food 
and Druc AdminIstration durinrt the nast several rears : and the fact that so few - _ - 
setzures have been necessary is also proof the manufacturexa of cosmetics do 
make sure thetr products are safe before the products are marketed In aoma 
instances, such 8s those of a fingernail adhesive and a home hair vraving tvolu- 
tion. the harmful propensities of the products were not dlscorered (and probably 
could not have been dIscoveredI during nremarket testinrr but were found only 
after millions of applicntions o’f each &&uct had been t&L In all ltkelIh&l 
tbe proposed law would not have uncovered the harmful propensities of these 
products; ror Like so many of the new miracle drugs whlcb have been granted 
Food and Drne aonroval the full nature of all nosslble side reactions to such 
cosmetics could only be determlned finally by their actual universal distribution 
and ma68 usage. IVben tbe harmful possibilities of these products were dL+ 
covered they were promptly removed from the market.. 

This proposed le@slation ia plainly discriminatory agatust the small- and 
medium-sized business and In favor of the giant cosmetic mauuZacturer. Rith- 
out question. and of necessity. the general test procedures which would be estab 
llshrd under this Law to cover a aide variety of products for many different used. 
would ~0 far be-rood tbe test procedures now needed to determine the 6afetv of 
any particular droduct and tbh dnngers to be anticipated from its sale and -uee. 
Because of bts size and wealth, the lame manufacturer will be able to etTord 
to spend the huge sums of money the required penerali=d testing will entall 
The small firm. and even the fairly large Urma. all1 not be able to afford to 
erpend tbe large sums of money uunecesanrily required for this generalized 
tesstlng. and they al11 be forced out of business. Their husinesa wtll be gobbled 
up by the big firms, and a few gfanta will then control the entire coemettc 
industry. 
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’ 
Section lN3 weks tbe repeal of special exem~&lons for hair dyea 
We have sold and distributd tbe permanent type of coal-tar hair dyes to the 

beauty trade for more than 30 years. Our records since January 1, 1959. show 

that we have sold many milltons of applications of the permanent and temporary 
types of these products and tbat we bore bad few reports of alleged Injuries 
resulting from their application during tbst time. These reports hare been 
rewired at the phenomenal ratio of about 1 alleged injury per @OO,OOO appl& 
cations sold. Furthermore, none of these alleged Injuries was of a eeriooa 
nature nor has any lawsuit been commencti by anyone of those reporting al- 
leged injuries. 

And not a single report of alleged injury was rewired during that period 
resultiog from the application of the permanent type of coal-tar hair dye wblch 
we market. 

Insurance companies Issue product-liability insurance on an extremely realistic 
basis. Tbe rates are based on actual experience. Our comy,any carries a lia- 
bilitg policy on all of its products with high limits of liahilitp. l’be primary 
rate charged for our hair coloring is less tbau the rate which is charged for our 
face nud band creams and lotions. shamJ!oos. etc., and only one-half the rate 
charged for permanent waving solutions. 

A11 of the said report% of alleged injuries which we hare receiwd on hair 
colorings were based on rlnims of allergic reactions to some product contacted 
by tbe user. In several of‘tbe alleged instaocpfi. the offending allergen may 
well haTe been the sbamuoo. the n-ave set. or some otber Droduct contacted at 
or about the t ime of the oppiication of the balr dye and not the hair dye W&f. 
So far as allergy is concerned, there are hundreds of common foods and drugs 
in universal u>e which bare a much higher incidence of allergic reactions to 
them br suscentible versons than do the coal-tir hair dres. Shellfish. straw- 
berrieq- milk. bggs. &., are all offenders. As&-In. iodine. edbeslre &pe. ad 
infinitum are all allergens to large groups of susceptible indiriduals 

At a bmriup before the Food and Drug Administration held in Washington on 
January- G. 1956. Dr. Adolph Roslenberg. a conrrultant for the Food and Drug 
Administration testified to the effect that the patch test was prescribed by the 
present Food. Drug aud Cosmetic law was a highly accurate means of discov- 
ering whether or not a prospective user of coal-tar hair dyes was allergic to 
the product. 

Dr. Louis Scbrrartz, former medical director of the T.S. Public Health Serrlce, 
testified at the .same hearing to the effect that the incidence of allergy to para- 
phcn~leneddiamiue hair colorings (paraphen~lenediamloe is a chemical commonly 
used in the permanent type of hair dres) ~8s low; tbat he had examined tbon- 
sands for Incident? of allergy to such dres and it was nil. His testimony further 
shorted that of millions of bottles of a well knonn permnoent type of coal-tar hair 
dse sold, a ratio of less than 0.00001 percent complained of alleged allemc 
reactIons. 

To one has ewr claimed that hair dyes were toxic or polsoooua The incidence 
of Iujury due to allergic reactlon is much too small to justify the proscription of 
these widely used products. 

There are orer 150,000 beauty shops in the United States. Over 800,000 persons 
are employed In the beauty shop industry. Gross income received by beauty 
shops tota’s over f2.500 million a year. Hair coloring 1s estimated to constitute 
over 40 percent of the business of these beauty shops. Without haSr*loring 
busioew few of the 75O.W beauty shops could snrrire. and hundreds of tboo- 
sands of idled hairdressers and other employees would greatly expand the al- 
ready large body of unemployed. 

Drug and department stores sell mlll lone of dollars worth of hair dres yearly. 
Should m%lon 103 be adopted. these stores rrould lose an important segment of 
their twsine-ss. 

Despite the economic disaster nhlcb would follow the outlawlog of hair 
coloriow. we would not urge It as an excuse for permitting the sale of coal-tar 
hair dyes if such We were not amply justifwd. fiowerer, irom all of the facts 
available It must be &or to BDP imnartial observer that there Is no IuktlBcntion 
ahatwerer for prohibltlng the -a!e*and we of these mat&ala 

Millioo~ of women tndny color their own hair or hate It colored in beauty 
show. They n-111 not w-llllngly abandon the uw of hair colotings for the enhance- 
ment of their pergone appearamp. Should legitimate hair colorings be removed 

873 



VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

DRUQ INDUBTRY ACT OF 1962 

from the market by the passage of sectlon 103. these women will surely resort to 
the use of the bootleg hair colorings which nlll most certalnlg flood the market. 
The posltlve harm to these women in such an erent Is Incalculable. They aill 
demand hair colorlngs. Their demand will be met by tly-by-night peddlers, A  
multitude of Impure and potentially dangerous concoctions, produced under moat 
nnsanltary condltlons. will fill the racuum created by the fore4 u%hdrawal from 
the market by legitimate manufacturera of the present eminently safe and pure 
hair colorings with which the unscmpulons cannot non compete. 

CORCLVSWR 

For all of the abore reasons, we most urgently request that approval of tile II- 
Clarification and Strengthening of Factory I~spectlon Authority. of H-R 11582 
and title I-Premarkettng CIearance of Cosmetics for Safety, of HR. 1~32, be 
xithbeld by your committee. 

RespectfuUy submftted. 
RALPSS L EVANS, Ph. D. 

PreGdent. 

Xh’STOSaL COTION COUNcrr.  OF AWE&S&,  

Hon. 0s~~ W, 
Washington, D.C.. A&  17, 196% 

Chaimran., Committee on Intersfate and Foreinn Cameroe. U.S. House oj Rep 
rcaealalircrr. Il~oakiaplon. D.C. 

DUB 11% Hntmrs : Tbe purpose of this letter Is to advise you of the views of 
the P\‘atfonal Cotton Council on H.R. 11531 and H.R. 11532. The EaUonal Cot- 
ton Council is the overall organization of the raw cotton industry, representlng 
cotton farmers, cotton pinners. cottou merchants, cotton aarebousemen, cotton 
spinner& and cottonseed crushers. 

Since cottonseed oil is a food product and cottonseed meal Is used as an animal 
feed, ne are interested In these bills and their uorsible effects on the consume 
tion and use of these products. 

Our concern about H.R. 11581 is with title II, section 201. Tbts section con- 
fers upon the Secretary of Health, Education, and Welfare broad authority 
to enter the premises of manufacturers or processors of food oroducts for the 
purpose of inqwxting tbelr production facilities and proced&s. It further 
authorizes the examination of records maintnined by such establishment 

We oppose this se&on as an unwarranted grant of power. While some type 
of Inspection may be necessary to meet the requirements of the Federal Food. 
Drug and Cosmetic Act. it should at least be based upon good and probable 
csuse as determined by a responsible ofleer of the Gorernment and not upon 
the diwretlon of a Federal employee designated to perform such inspection. 

With respect to H.R. 11582. we support se&on 302. This section would per- 
mit sn exemption from the so-called Delaney cancer clause for feed and color 
additives in anlmal feed upon a findlng by the Secretary that such additive Kill 
not adrcrsely affect the animal and that it xt-ill leare no residue in any part 
of the animal prepared for human use. 

This j6 desirable for several reasons. It can help to avoid some of the serious 
consegnences of previous appllcatlons of the Delaney clause. It would also 
relieve the inflexibiltiy of existing law and introduce reasonableness into its 
ndminlatration. The hiablr restrictire nature of present law could bamper the 
development of agricultural chemicals ablch are vital to maiutalning edlclency 
IO U.S. agricultural production. Tbe narrow appllcstion of erieting law has 
and can result in serere financial losses to farmers and otbem dealing with agrb 
cultural commodities aitbout necessarily reducing the lncldence of cancer in 
human beings. 

We believe that section 302 is a desirable addltlon to extsting law and arge 
its enactment 

!Ye would appreciate having this letter included in the record of hearings on 
tbls legislation. 

ShCW~. 
. J. B~nrs Yourre. 
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Hon. Osm HAaaIB, 
Waahi?tg#on, D.C.. June 21,196.?. 

House Committee on Interrtafe and ponlpn commerce, 
Bouae 01 Repremtativea, Warhirrptw D-0. 

DLLB Co~o~~sauur HABBIS : The Conatttution of the Unlted States of America 
guaranteea every citizen of this country of ours the rlght of “due process of law.” 
This is tbe right (not the privilege) which lies at the heart of our respect for 
the individual and his privacy. This tight protects every individual from the 
abuses which can occur wben Mdlvidnal persons are given lead to use their prem 
gative. 

Presently, I believe that any court of this land may subpena any record It 
wishes to look through. The process of subpena is involved and time-consuming 
especially when otber legal processes are emplqred to slow it down. We realize 
this and we realize that these procedures make it possible for some persons 
to evade the law. Now the baste question you are challenging 1s whetber It IB 
better to let some extra legal operators escape while we give all men eve- op 
portunity to protect their privacy or whether we choose to leave no individual 
privacy In the hopes of catching a few dumb crooks. 

To me the preferable choice is obtions. especially conslderlng the logicf~l fact 
that a smart crook won’t.pnt anything on paper. My Individual rights and 
privacy nnd yours. rind the prSracp of all Americans is worth more than the 
opportunity to clamp now on a few operatora who can be caught in other nays. 
although not aa easily. 

Operators who are found to he violating the law. whether through carelessness 
or intent, could be given probationary periods to prove their good faltb. l3urlnc 
these periods, these violators could be prohibited from any Federal, State. or 
other bid. This n-ould be a deflnitelp positive force in correcting any devlatlons 
from the law and feel that this system would honor the Individual who obefs 
the law as St punishes the lawbreaker. The present system you propose would at 
least be troublesome, annoying, and even economically harmful to the law-abiding 
citizen as well as the violators whom it only might bring to llgbt 

~merics, as the land of freedom, bas grown more rapidly than any other 
country before or since. In order to remaln the land of freedom. and to con- 
tinue to grow. rre must protect the individual and his rights as dillgently as if 
onr existence deuends on it for In truth It doea 

Sincerely; 
A. S. T~~srs. 

Hon. Oa~r HARRIB. 

FEAR Ms. H.MUS : Enclo=ed is a copy of n re-=olntlnn which n-as unanimoosl? 
sopported by our orgnnizntion of more than WCI physicians at our last annual 
sr,.Gm. AupWt liwil. 

Our organization is composed of physicians who bare a major interest in the 
field of phF:sicnI medicine and reh;lbilitation. In our prartlce we use many of 
the devx-es which come under the purriew of the Food and Drua AdministratIon. 
TIIW&W~. w 01-c most m~iww to snpport leticlation which will protide better 
Ilrrltcc tion for our patients as well as the public at large. 

DOSALD J. ERICKSOS. M.D.. Prrsidenl. 
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fled opinion of represeotntiven of such orgnnlzatlons as are generally accept& 
rind recognized 4s retkctlng the opinion of tbelr respective npecialltlee; be It 
further 

Rcmlvcd. That the Aruericso Congress of Pby4cal 3ledlcioe end Rehabilitation 
go on record as considering that tbe aclrertlsing of useless devices as acceptable 
for “ndjuncrive therapy” has been detrimental to the welfare of the patient The 
sewe of this rez4ution is. therefore, in the best interests of the Amerkan public. 
the prcwnt laws or regulations being inadguate for the protection of the public 
from such aboses. 

SATTOXAL AGBICUL&AL CH6NICALB Assou~~ox, 
Wnahingtm, DC, June 18.196% 

Re statement of tiers of Satiooal Agricultural Chemicals Aasocintion on &B 
115.3 and H.R. 1158. 

Hon. ORES Hm 
Chainnon, Committee on Interstafe and For&m Cmnmcrce. 
Eouac of Rcpreseniatioea. Washimgton, D.C. 

DEAR Cos~~~ssacas Haaars: The above bills, on which hearings bare been 
scheduled to begin June 19. X%2, have been carefully studied by National An% 
cultural Che&als Association.’ Agrfcultural cbe&als ma&facturers and 
formulators are not directly rorered by this legiialation. Han-ever. it has been 
decided to 61e this statement due to the fact tbat in maw cases a Drocednre once 
established bs the Food and Drug Administration is ertkoded to &.ber segments 
of industry. 

We hare DO abjection to H.R. 11582. 
R.R. 11561, however, contains two provisions against which we, as an industry 

potentisHg subject to similar Legislation, must strenuouely object. 

Title II of H-R. 11581 would broaden the factory inspection authority of the 
Food and Drug .Idmioistration to ewpwver FDA officinls to inspect as a rout&w 
matter all books. records. tiles. papers, processes. controls, and facilities of com- 
panies and consu!ting laboratories subject to theact. 

The power of gorernnwnt officials to ertimine prirnte citizens’ books and rec- 
ords is an extraordinary polive power which normally may be exercised only 
upon the obtaining of a warrant or a subpenn and nnder cirnnnstances which 
lndicote probabi1it.r tbnt a crime has been or is about to be committed. On the 
other hand, the facton inspection proripions of the Fedeml Food, Dmg and 
Cosmetic Act are intended to enable the Food and Drug Administration to ex- 
ercise routine and continual surveillance over the factor; conditions under 
which foods, drugs, and cosmetics are manufactured or processed We do not 
beliere porter to examine books and records as a routine matter has been demon- 
strated to be reaconablr nec-eswr? to the adequate enforcement of the act. 

I’oner to inyxvt cuu~pan~- bwl;s aud records an a r~wtine matter would add 
I~trle if nnr-thina. to the effective eoforcemrat of the adulteration and misbrsnd- 
ing prori4ons &he net Hone&r. hy~ providing easy access to bnsinss records 
and trade secrets of regulated companies without auy necessity of a shonlng 
of prohnhle cauv and a-ithout giving printe enterprises soy means of safe- 
guarding their rights of prirnq and of propertg in trade and business swrets, 
thig legislation rrould orwo the door to all sorts 4 wnuiring. discrimination. and 
c4ber abuses. 

Arcordingl~, me beliere Congress should not grant to tbe Food and Drug 
Adminictration wrier to insnect books and records as a routine partof its factors 
Inspection authority. . w $ h &traortlinam power i< now recescnry or nppropriaw 
to the effective cnforretuent of tbe act and would conrtitute an unreawnablP 
extension of the Goreromeut’s poltce power. 

IIoreo\er. we do not believe the attempt. in section 202 of H.R 115t3l. to 
relax the pro~lsioas of the act which safeguard the confidentiality of Iuforma- 
t;on ohklined by FDA offwials during tbe course of their inspections of fact&es, 
Is justifiable. This attempted relaxation of contldeotialitp safeguards Is espe 
clsll~ merous In riew of the abore4iscmvd propowl to broaden the fwtory 
lnspeertlon nuthorlty. We recwnrnwnd that section -X2 oi 3.R. 11581 be deleted 
from the bllL 
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We also wlsb to call to your atteoclon tbe wry serfons sltuatlona which can 
result from the estab%bment of standard names for drug products aa provided 
In title I. Dart B. of H.R. l lS81. If such a ~ro~i~lon were extended to our aprl- 
cultural &micais lotlustrp, it would seriouky affect research andrrnarket&~~~ 

Tbis Industry has bad cousideruble experience in the use of common names 
since tbe passage of the Miller pesticide ameodment to t.be Food, Drug, and 
Cosmetic Act ‘Tbe problems invdred in the arbitrary selection and estabU&- 
merit of common uames nre serious ones and have a direct effect on trademark 
registration aud the ohtaiuing of patents. Tbe problem ia also considerably 
involved at the present t ime with the adoption of commofl  names in variow 
Eorvpenu couutries, nwn~ of rvbicb are pirating American trademarka. 

Our industr)- now h;is a wmmittee studying this entire problem, and for 
tb:rt reasod n-e belie%-e legislation cm ~YXWIKJD names should be given very care- 
ful corr?;iclrrati~m and 1x0 iuuwdinte actloo taken at this time. 

IL is the ]Msitlw of twr industry that mannfncturers who spend sereral mu- 
lion dollars in re.w~rcb to dewlop n product nbicb Ibey erpect to place on 
the market hare a pn,pertg fight in such an inrestmeot and in the prohct, and 
should be able to chwse wbrttwr a CVUI~UD n.ne should be adopted and ii so 
wh:rt the con~u10~ n3nw should be, or the privilege of n~er&andlsing their prod- 
uct mukr the technical naux of a CIIPLDJ~ZII without the we of a common name 

Naug of our cxmlyauie5 *re adoljting cwmluor~ names under a procedure I lOW 
est;ll&alrrd tbrougb the .4mericdn Pmudards Acsoviation, wbkb is a nonIndustry 
agency equipped to revlc~ such ~woposalo. Gfving sutbority to a Government 
*gr!Wy to us-igxt a common n*me to 6 n~nI~nfsrlurer*s product Without hl6 c0D 
sent, we MieTe. IS not In the interr4 of the publjc, will result In further con- 
fmim lo world markets. and ded1~1lrl.r infringes ou the property rlgbts of a 
developer. 

UK~S1fy OP Ors.G-3E mrcu Scaoor, 
Portland, Oreg, Argwt e9. 1962. 

Chairman, Interaide and Foreign Commerce Committee, 
House of Repreaentafites, Woshingtoq D.C. 

T~AB 81~: This ir; in suppoort of the night letter wt to you Wednesday, August 
2% a copy of ahicb Is enclosed. I bare been Informed that 8r1 objectlonable 
proposnl bas been written into the bill oo drag regulation to be consIdered on 
Thursday, August 30. and Kblcb bill is similar to S. 15.52. Tbls proposal aonld 
require tbose doctors who are lookI upon as expert clinical lnwstigatora of 
drugs and who perform trials of new drugs on humans. of nhlcb I consider 
myself one of the group, will be required by law to register nftb the Secretnry 
of Health. Education. and Welfare each and eTerp t ime tbey undertake to test 
a new drug on patienta. 

In addition, this proposal requires that at tbe beck and can of the Secretary, 
all records, report.& c&e histbrks. and other information pertaioing to tbt 
DartiCUhr drur under trial shall by submitted to the Secretai-v, Tbls ~roWsa1 
&Id limit tde inter&s and actlritks. as ad1 as be a co&derable b&den 
and. as well, be of little value to tbe Government if Included In the new proposed 
FDA regulations. 

The redtnpe inrolred In tbe nay of preparation. dnpllcation. cecretatial work, 
nnd other labor sod expenditure of t ime on the part of tbe investigator woold 
discounge his interwt -1n conductin? such Hndks. Also, tbln protwxal aookl 
be an larscion of tbe doctor-natlent re)aHonPhiD: and would be the Fahmlsslon 
of pririlrrred commvolcationsnto a third pa* i&ember of tbe FDA staff) abo 
may not be a physiclea or qunlifled “expert” or a pharmacologist knoaledrzeablc 
la tbls field. 
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‘J?be propmed amendment 88 it now read6 in the published regulations pro- 
vided by George Larrfck on August 9. and printed in the Federal Rem, 
August 10, 1962. prorldea that communications from inwstigators and sponsor- 
ing pbarmacentlcal companies and, from them, be sent to the FDA autborltles. 
,$h. the regulations call for tbe Investigator “making available to FDA lo- 

. specters all data on research studies.” While thla last prortsion may be ob 
jectionable to some. I look upon It 89 satisfactory proriding the sponsoring 
company ia Informed immediately of such lospectlou~ and can cooperate with the 
Lnwstlgator and the FDA to rereal and make available any or all information 
concernhg a toxic or adverse ef&ct of the drug. 

I am enclosing some material which the Upjohn Pharmncentical Co. has re- 
cently sent me and which I bare answered accordtng to tbe attached photostats. 

Very trnlv Jo-. 
Sorcxi~x ha DAVID. IUD- 

[xl&t letter] 
AL-GUST !B, 1962 

RepresentaWe 0~ HAUUS. 

Object ro pro~~~.wl in bill to be wuaidered Thuwlar that “soch regulations 
n1a.r ;IIW include ]~rovisions requiriug said erpelt cllulc31 drug investigator to 
register with Sevrctary LICK, xnd upon requeht of SecretarT at other tlmea to 
snbmit any or all records penaining to drug inrestigntious undertaken by ex- 
lwl.” Such procedure- should be tbrlwyh the sponsoring drug company. This 
Iuwpwal, not rlearl~ pu.blisbed in 21 CFR 130 issued Auwst 9. would stifle clini- 
tnl inrcstisntion new drugs as qualified experts would consider this as more 
II:lrriwn Snwbtir .\ct redtxpe and an 8ddwl adminietmtiw end secretarial 
~hnre. I n~qmne of mo6t of the other I#rorlsions of S. 1%X?. homeTer. Letter 
followc. 

I~\irl. I)r Sornrnn A(wtin). L-niwrsitr of Oregon Medical School, PortLand 
1, Oregon. Phnrmacolo~. San Francisco. CalU. Oct. 22. 01: m. 32: c 2. 4.B. 
Califwnia 2.7 Eli Lills fellow, 3032. M.D. 31. Assti California. 30-E. a66t. 
~~rof. rind i,e:!cI dept. I’haru~:w.?l, MIX nwd. \Vwt Vircioia. X2%>: 866t. proi, ~01. 
uwd. Cinciunnri. 3.;3C, assoc. Ixof. X-37: prof and lreld depr. med. sch. Oregon, 
3i-: Director. PuNic 11~1th Venercnl Clink. City Heslrh Dept. Portland. 4664; 
Physician. outpatient dcpt Sorth. Permanente Hosp. rancower, Wash. 44-45. 
Summel ., ~r;ew Ciyilixin Con-erration Crtmfts. U.S. Annr, 3%3;. With OtXw 
Sci. Rewnrch & Dwelop. 4245: Sot. Pharnlacol; Am. Med. Asn; Pres., West 
SCH.. Cliu Rev.~r~%. lII>Io: Toxiwlogist, Jloltnonlnh Countc Coroner’s CM&e, .50-: 
Chnirtnan. Comn,iUre Drop :md I’lmrmnc~. Orep. St. Med. Pot.. X03-: Coo- 
sult:lnt. Orrz. Pt. Pohu Control Cenrer. 5%: Prea.. Xultnonlah County Md. 
SW.. G-f2 : Pres.. Kect. Sot f’hnt-n~ncwlo~, I%! : Sect?. S.W. Acad Occul*at 
\lel. Ch?rr!otherapy of nnwhincis: pharmacolopF nf barbital drugs: chronic 
effects of olliunl dru~c nnd crnrhetic aunlwsits. Member, Conncil on Drug& 
.\nwri<rtn Med. Awoc., IW-. 
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TELL UPJO- Co., 

Kola~oo, Mti, Argue: X7.1969. 
Nosum A. D~vtn, 
Profesao+, Head. Deparlment 01 Pha-topy. 
Vnicersity oj Oregon Afcdicul Gchool, Portland, Oreg.. 

DEAX Da. D~vto: As you are undoubtedly aware, the Federal Food and Drug 
Administration has published a proposed new regulation controlling the clInica 
investigation of new drugs (in tbe Federal Register, Aug. 10. 1962). We feel 
that you, as an lndlridual who has been Interested in clinIcal drng evaluation& 
should have the opportunity of reviewing the proposed new regulationa and are 
enclosing a copy for your study. 

We of the medical group at the Upjohn Co. feel that the proposed regulations 
are of profound importance and are most anxious that all parties who will be 
concerned with their function give careful constderatlon to the proposal during 
the 8Udap period allowed by the Food and Drug’Admintstration for review. After 
you base had an opportunity to rex-Iew the enclosed proposed regulations, we 
would very much apprectate your honest opinions either in the form of a letter 
or 11.r colrr~letin~ a short ouestionnaire which we have included for VOtU~coD- 
verhnce. -As time is short, we would ask that son return pour opl&ons and 
comments to us by September 1 at the latest.. We will compile the r&ma from 
all clinical inrestigators and make this information available to you and the 
Food and Drug Administration as soon after Sentember 1 as Is nosaIble 

The proposed new regulations contain sis am&lments to se&on 130.3. The 
regulations affecting clinical research lnrestigatora in particular are induded in 
paragraph (a). subparagraphs 8 and 9 (pp. 2-3). and sobparagraph 12 (pp. 3-7). 

Briefly, in the future inrestlgators will be required to - 
(1) Submit detailed lnformatlon supoprting experience and training for re 

search studies. 
(2) Submit a detailed protocol to be followed and presumably amendments 

iu ndrance tororer chnnnes from original. 
(3) Report In some detail results of clinical studles. 
(4 1 Report Snnuediatel~ serious side effecta or toxidty. 
(5) To keep records of drug disposition and accnrate case blstoriea 
(F) Make arailable to FDA inspectors all data on research studlea. 
(7) Comply with regulations or the FDA is fmpowered to notify pharmaceutical 

mnnufactnrers tbnt erpcrirnental drugs may not be supplied witbout special 
ap~mmil of the Coumnaszjoner. 

We sincerely hope that you n-ill share our regard for the importance of t.bls 
11ropwa1 and make your opinions known to us by September I+ 1862. 

Sincerely yours, 
H~orn L.. UPJOEIV, M.D. 

DE~B Docrou: After you hare had an opportunity to review the Food and 
Drug Administration’s notice of proposal to amend regulations of new drugs 
for investigational use, we would appreciate your thoughts and opinions, either 
In the form of a letter or by using this short questlounaire 

As time for reriew of tbis proposal is limited, we would urge that you return 
your comments to us by September 1, 18GZ. An addressed, stamped envelope is 
enclosed for your conreuience. 

Sincerely yonm. 
TRC EPJOBS C-n 
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Ya NO 

In your opinion will the proposed new FDA regulations 
optntor 

entlble you to perform clinical inveatigetione of new 
drugs with greater safety to your patients?- _ _ _ _-_ __ 0 m  

Will the regulation stimulate better controlled and de 
q 

signed clinical studies?_ ______.... .__ _-_- _________ B 
Will the proposed “plan of investigation” which investi- 

Cl q 
gators will be required to submit in advance of a study 
seriously restrict your research studies? (see p. 6 of 
proposedregulatioos) ______ __________ -_-__- _____ 

Would you agree thst pharmaceutical companies and the 
0 P 0 

FDA can and should jud e investigator’s 
tions for drug research stu f 1-l (see pp. 2 an all??: B 0 0 3) 

Do you agree wfth the propoesl that once an investigator 
haa failed to comply with the regulations, he is oo 
longer entitled to receive invtitigational drugs unless 
approved bv the Commissioner? (see pp. 7 and 8)_.- 

Do you agree in principle with m&in 
m  

your files and case 
reports svailsble for inspection by %A inspectors?-- a Z “0 

Do you generally approve of the proposed new regula- 
tions?__~___~_-_-___~------~--~-.--.--~-~-.~-~-~ q cl 0 

When the proposed .reguletions become effective, will you modify your study 
of investigational drugs? 

Stop altogether____--_--_------------.--------------------------- 
CurtaIl present number _______.____._.___-_____________________-- 
No change--.-._--~-.---------------.-.-.-...-.-.-----.-.-----.- q 
Increasetesting_--~-.~-~~---~..-~~~--.-.--....-..-..---.-.-..---- 0 

Do you have any suggestions for revisions of the proposed regulations? 
_____._.__________._____________________----.-.--.-~.------------------ 
Name~-~~-~-~~--~--~-~-~~-~~-~--~~~~-.-..------..-..--.-.--.--.--.-.-.- 
Date-~-~~-~~-~.-~~~~--~-~--.~~~~~~~~~-.~-~~..~.~-.-.~------.....-..---- 
Institution or private practice.. _____ - __._ _ ._. . . __._. _. _ __. . _ __. __.______ 
Percent of time devoted to clinical drug evaluation: 

Less than Spercent.~.~.~.~~~-~.-~-.....~...--.......--....~.--.- 0 
5to20percent-~~-~-~~~-~.~~-~~-.~~~~-.~.~.-.-..-.---.-------.-.- B 
200~ 50percent.~-.~.~~.~-.-~~-~--~-.-.~...--..-.-----...-.-.--.- 
50 to 100percent~~~~-~-~~~~~~~---~~..~...~~~~--~..-....--.--.-.- x 

[Supplement to PhIA Neadctter. vol. 4. No. 33, Aug. 9. 18621 

FDA CommiEsiooer George Larrirk today (Aug. 9) issued proposed new 
regulations gorrr~llog the testing of drugs in clinical trials. They are reproduced 
in full in the following pazes. Industry has GO dars in which to comment, and 
final regulntions nil1 not be issued until such comments hare been considered 
by ITEW and the Food and Drug Administration. In announcing the proposal& 
IIE\T Secrrtnry Celebrezze empha+ized three points : 

(1) Tbe regulations rrqrlire that FD.4 be notified and gtvx. complete detalla 
an dlctribution of drugs for inrestigational use. 

(3) Xanufacnlrcs required to saticfy FDA that the inrestigatlous will be 
based on pwclinlval (chemical and animal) studies of such a nature to assure 
safety for patients. 

(3) The clinical studies rrould hare to be properly plauned. executed by 
gwlificd inrestigators and FD.4 kept fully informed of the progress of the 
iorestipations. 

The swretarc said the “clear purpose” in dmn-inp up the regulationa is to 
Im]we “no unneeded restrictions 0x1 the conduct of inrestlgational research.” 
yet Iwnridc a-s!Ir:Ioce that the public will be frilly protected against risks that 
mar attend tbe derelopmeut of new drugs. 

f’rlnr to Isunme of these proposed rcmlations. the Phnrmaceutlcal Maon- 
facturers Azwclation board hnd scheduled a special meeting for mafiday, 
Auawt 14. at P-U-4 bendquarters In Washington. D.C., to consider current 
lWI+Uhr de~elnpments. At that time the board also r\lll study the propoa& 
clinlcal trial regulatIona made pobllc today. 
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In tbe legklative area. the Senate Judldary CommIttee continues ita nco~ 
TIderation of tbe Kefaurer drug control bill. S. 15X?, and haa agreed to lncor- 
porate tn it a number of the amendments proposed by President Kennedy. A  
rote on tbe Senate floor Is likely next week. On the House &de. Cbslrman 
Oren Harrla. of the Interstate and Foreign Commerce Committee, has an- 
nounced reopening of bearings August 20 on H.R. 11581, the admlnlstratlon’a 
drug control bill. He said bearinga ~111 be completed by August 24. During thb 
period PM-4 witnesses will testify. All of these developmenta will be reported 
in detail in the P M A  newsletter to be publlabed Angust 1Q 

Mr. ABTH~ J. Youxcq 
Committee on Interstate and Foreign Commaaq 
House Oflee Building, Waehinpton, D.O. 

DCAB SIB: I bare been a cosmetologist for 25 years. and from experience know 
that proposed H.R. 11582 will produce de5nitely measurable adrerw eftecta. I 
therefore urge you to consider t lm following : 

(1) Afany beads of hair become dull and ooettractlve with age, by renaon 
of chemical changes ~tbin the body. 

(2) Uany positions require certain standards of appearance which would 
be impossible to achieve witbout bleaching and coloring of hair. 

(3) The natlonal trend toward restricting upper age limits because of 
retirement benedt costs forces many women to arall themeelves of every 
means of preserving the appearance of youth. 

(4) It has been firmly established tbst morale, among xomen eapeclally, 
la directly related to appearance and In these turbulent t imes attention 
should be directed to improving our Sation’s strength rather than to creating 
a demoralizing ln5uence 

(5) Part of the most effective argument la eloquently apparent in the 
fact that bleaching, tinting, and dying constitutes anywhere from 60 to 100 
percent of the average s&Ion’s volume. Which leads to: 

(6) The very livelihood of thousands of people would be directly affected, 
(There are over 8,000 registered cosmetologists ln tbe State of .Callfomia 
alone.) In turn tbia- 

(7) Reduces national income, from nblcb- 
(8) Gorernment revenues rary In direct proportion. 

Therefore. as president of a local unit. fifth rice president of the C&lfornIa 
Cosmetologist ASsOCiatiou, and a member of the California Hair Fasblon Corn- 
mitten, I request that you oppose this bill with vigor and pnrpom 

R-pectfdlg. 
. Ima K SnamAu. 

Congressan Oam Hname.. 

TIIE Pwsrc~~s FOROU, Inc.. 
A’cu: l‘ork. A’.Y‘, September 6.1962. 

Chnwman, How.%- Committee 0% Interstate end Foreign Commerce, 
Rouw Once Building, U’aahington, D.O. 

DEAR COSGRESS~AS H.+REI~ : Tbe Pbysirlan~ Forum, a national organization of 
physicians. is delighted tbat pour committee is giriog serious consideration to 
a bill to strenglbea Federal control of the prescription drug industry. 

The I’byklauc Forum testified in support of and fully endorsed S. 1552 The 
ptirpose uf this bill was to promote fair prices and comprtitlon as well as to 
coutrol generic nnu~s and descriptive iuIorm;tlion and assure quality and 
etfic.acy of prcxription drugs. We  still believe that Federal legislation, witi 
all of tbwe provisions, Is nweasary in addition to voluntary action by lndustrp 
to corre~ t abuses iu the pricing nud promotiou of drugs as well as to ellmlnate 
a-eaknrs.ses iu the current G~~vernment regulation of the drug industry. 

Enclosed is a statement of the board of directors of tbe Physicians Forum 
nhlrh fully stares our position and which we would like to see included ln the 
rrcvrd. 

Sinccrel~ yours, 
Leo MA- M.D.. Chofrwum. 
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OF DI~ECJVBB OF ‘fzi~ PEY~~CIASS Foanu. Jn~r 1961 

Expenditures for ethical prexrlptton and proprietary (over the counter) drugs. 
hare increawd from &IO0 mill ion In 1929 to over $234 billion in 1960. Of thla 
total. &we to $2 billion goes for ethical drugs. The al-ernge prtce of a prescrlp 
tion has incres.sed from 90 cents in 1929 to $XXl in 19GO. The greatest part of 
ethical drug erpenditnre is attributed to the sale of tbe wonder drugs and price 
incrc*ase is likewise due to a switch from the lore cost and standard pbarma- 
ceuticals to the new and more expensive trade-name drugs-to the antibiotics. 
tranquilizers. antidepression drugs. hormones, mrrabolic agents. antiobesity drugs, 
diuretics. anticoagulants, anp others. Sot 0nl.r has there heen an Increase 
in the average price pr prescription, bnt there has also been an increase in the 
numlwr of ethic-al drugs prescribed, from 7-G per family in 1950 to about 12 per 
family in 1959. a rise of so- 55 percent in 10 peara 

Despite this incwazing expadlture for new and expensive drugs, the part of 
the medical-are dollar devoted ta drug costs has not shown any incr&e. In 
other words. the drua share of tbe medical dollar. amountinn to about 22 rents 
has remain& about the same In the paat 30 gears or.sa - 

Drug costs Taw a great deal according to age. In 1959, the Senate Snbcom- 
mittee on Problems of the Aged and Aging sboned tbat while all age groups 
spend on the arerage $19 per person per year on drugs, those 65 and over, spend 
about $42 per person, or about 2% times as much. The prescription bill of a ai& 
person is usually much higher, often as high as $200 for a chronic illness. In 
other words. tbe grentect burden of drug costs is borne bp the older age groups. 
by tbe population n-itb the most chronic illness and with the greatest need for 
drug% and with the least ability to pay for them. While the cost of each pre- 
scription has increased In general. the income to pay for them has not 

Another factor contributing to the burden of drug cc&s Is that for the most 
part theF are not covered b? medical care lnsnranee 

Confronted rrifh limited income or financial rererses. the aTerape familv can 
and does put oil buying automobiles. household appliances, clothes, and even 
higher priced foods, but tbeF cannot put off buying drugs or dud cheap substitutes. 
Ethical drugr, as Senator Kefawer has exprsed I+ bare an intermediary 
between the producer and tbe hurer-the physician rrbo writes the prescription. 
“In this r-t. the drug indwtr;r is unusual in that he who buss does not order, 
and he rrho nrdcF does not bu?.” The consumer, in other xrords, is completely 
carHire. When be is sick be must buy the dmg the doctor orders, and onllke 
nutwr~c~bilc bnrinp, he cannot or does not know box to shop around for a dif- 
ferent model or a lower price. 

Tbnc. the pricinlr policies of the lnrprst ~+armaceutical companies are almost 
romplrtely remored from the corrective diviplinr of consumer sorereignt.t-, and 
from the lnrrc of wppl~ and demand. In moct instances. druc prices are set hp 
adminictratire deriGon and are held cowlant orer extended periods of time. 
The Anv im3uctr.r is. indeed. a bighlr comptitire inductry. but Its comptltire 
effort- vem expended main:r in capturin:: the prevriptinn pads of the busy doctor 
who in mwt inctances cannot Judiciously weicb the real properties of drugs 
acoimt the promotional claims for it. Competition in prices of drufl ha6 been 
replaced larcelr 11.r cnmpetitirm in promotion. Price competition tends to lower 
price< and incrra~e rt%~irnc~. Promotional cnmptltion does the opposite-it 
incress+ Iwlh the we and the price of drugs. 

Pomr critics hsTe contended that the retail drudst’s margin is excessIce. 
Rut thlz ic denwd hc ~pok~men for fbe retail drupgiqts n-ho point to the b&h 
mnnuf:~cturcr’s prices of drnzc. and the InwntorF cozt of stocking a single drng 
under a wr1et.r of trade names. 

When a compnn~ bns a pstenl mnnnpo1.r on a drug or when it licenses one 
or more c-wpnnie~ tn packaze and 41 the drug. an understanding is nsually 
re;wbed nlwwt the price of the drrq. so that the primarT crsmpanr’r interests are 
protrcled. In such circtnu~lances. the price under the generic name. and the 
Itrice under the trade name are the same. 

Most dwlorc prevrilr 1)~ trade name rather than hy generic name, and they 
prefer to do lb% Iwauce trade name< are fwcefull~ brought to their attentton 
by effwli~c and w+xined pI~~rn~~tlrmn1 mrtludc. nnd hecause mnct trsde name 
are enqier to rw~ml~r and write tb:ln the wmplrr indwtrr provided generic 
eqilixfilent~ AnNher important wnwn for the preference for trnde names In 
frnr that wneric produc-ts of the smaller rompantes sre not of as high a quality 
as the trade-nnme products of the big companies. 

882 



DRUG ISDGSTRY ACT OF 1962 709 

drng Im?;ines;4 hai been remarkably proJltable bg all tbe usual standards. Drug 
cc,nll,;~ni~c commonly e:~m 15 to 20 pvrrcnt on Inrested capital after taxes. and 
their aftertax margins on sales run 10 to 15 percent. figures that few other 
mannfactoring companiw attain except in boom scars. The drng company’s 
adT-ontnpe llrs principally In the fact they deal in inooratlons nhlch In an; 
industry tends to be rery rwofitahle.” According to the Kefanrer committee, 
the drug industry has a rate of return of 21.4 percent. which Js tbe hfgbest of 
any maoufectnring indust= and approximately double that of the average ol 
all manufacturing. which is 11 percent 

Jtcsearch expenditures to develop new products bare been cited by mannfae- 
turers as an important factor contributing to current drug prices. Hoverer. 
expenditure for research by the 20 largest drug companies is only 6.4 percent of 
-wales. Much of this research bas been termed “molecule manipulation” “me- 
too” research. 

St&g expenditures. including promotion b.r detail men, brochorea, pamphlets, 
newspa~rs, magazines, spxial conferences, cocktail parties. goJf tournament* 
phonograph records, and other methods account for 24 cents of the sales dollar 
or almost four times tbeamount spent on research. 

The Physicians Forum fully endorses Senate bill S. 1552 introduced by Sena- 
to* Estes Kefauver. 

In general the legJslatJon is designed to promote competition end protect the 
public interest in these principal ways : 

1. By making it w&n-ful under the antitrust laws for large drug companies 
to agree upon which comJ,any Kill obtain a patent, to agree which companlea 
shall be awarded licenses in the event that a patent is issued, and to make siral- 
lar restrictive agreementa. 

2. B.v requiring con~pulsor~ Hcensing of qualified apphcauts (aftw 3 years) 
under the product patents for prescription drugs 

3. By proriding that the Food and Drug Administration shall pass on the 
efficacy as n-c41 as the safety of drugs. 

4. Bg seeing to It that physicians are Jnxided with clearer. better, and 
additional Information on the bad as well as tbe good features of drags. 

.Fi By requiring fuller and more wmprebewire inrJwxtion of drug mannfac 
turing plants, thereby giring to pbFsicians greater confidence in prescrJ bing on 
the baqis of ~enrric rather than trade names. 

6. By proriding for the licensing of drug manufacturing companies a-bJch 
should also giire phraicians greater con8denc-e in prevribing by generic name8 
since a compan.r could 10.~2 it< license to do hurioess if It did not meet the require- 
men* of the Food and Drug Administration. 

i. B.r giring to the Food and Drug Adminictratlnn authoritp to establish the 
official or’ generic names for drugs thereby providing a means of simplifying 
generic names u hi& in contrast to the short and aimJ,le trade names, are often 
so Jonc. complex and onpronounceable that the? are not remembenzd or used by 
phrsiciana 

Mnch is wrong nith prices and promotion of ethical drugs: obriously Federal 
le$+lntion is necessary in addition to roluntary action b.r Jndusm to correct 
.?bwc and regain deficiencies in Government reylatlon of the drng industry. 

Mr. ROEFXTS. The hearings are now adjourned. 
(Fhereupon, nt 12:X) p.m., the hearing vxs ,adjoumed.) 
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